Docket No.: 022290.01 16C1US 
(PATENT) 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

In re Patent Application of: 
Valerie Legrand et aL 

Application No.: 10/826,690 Confinnation No.: 9585 

Filed- April 19, 2004 Ait Unit: 1618 



J 



Fon MCROPARTICULATE ORAL GALENICAL Examiner: L. H. Schlientz 
FORM FOR THE DELAYED AND 
CONTROLLED RELEASE OF 
PHARMACEUTICAL ACTIVE PRINCIPLES 



PETITION FOR UNINTENTIONALLY DELAYED 
CLAIM FOR PRIORITY UNDER 37 CFR § 1.78(a)(3) 

MS Petition 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Dear Sin 

The above-identified application has an incomplete priority claim. Paragraph [0001] of 
the current specification reads "This application is a continuation-in-part of Application No. 

, which is the National Stage of International Application No. PCT/FR02/03443, filed Oct. 

9, 2002, and claims the benefit of FR01/12999, filed Oct. 9, 2001, each of which is incorporated 
herein by reference." 

When this application was filed on April 19, 2004, the application number of the parent 
application, filed April 7, 2004, was unavailable. As such, the application number of the parent 
application was not provided at the time of filing. 

As per 37 CFR § 1.78(a)(3), we therefore submit a statement that the entire delay 
between the date the claim was due under paragraph 37 CFR (a)(2)(ii) and the date the claim filed is 
unintentional. It is submitted, therefore, that on the basis described above the priority claim should 
be held to be inadvertent and the enclosed Amendment and Response should be entered. 

mmm 00000025 mum 

V*7418 82 FC:1454 1410.88 OP 



Application No.: 10/826,690 



Docket No.: 022290.01 16C1US 



As amended, Paragraph [0001] will read, "This application is a Continuation-in-Part of 
Application No. 10/492,129, filed July 19, 2004. U.S. Application No. 10/492,129 is the 
National Stage of International Application No. PCT/FR02/03443, filed Oct. 9, 2002, which 
is incorporated therein by reference, and claims the benefit of FR01/12999, filed Oct. 9, 
2001, which is incorporated herein by reference." 

Please chaise our Credit Card in the amount of $1,410.00 covering the fee set forth in 
37 CFR 1.17(t). Credit Card Payment Form SB-2038, with a signature from an authorized 
cardholder, is enclosed. The Director is hereby authorized to charge any deficiency in the fees filed, 
asserted to be filed or which should have been filed herewith (or with any paper hereafter filed in 
this application by this firm) to our Deposit Account No. 50-2228, under Order No. 
022290.01 16C1US. 



Dated January 28, 2008 



Respectfully submitted, 



B y j ^ 

LacyL. Kolo 
Registration No.: 55,340 
PATTON BOGGS LLP 
8484 Westpark Drive, 9th Floor 
McLean, Virginia 22102 
(703) 744-8000 
(703) 744-8001 (Fax) 
Attorney for Applicant 
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Dynasan 



PRODUCT INFORMATION 



26.13.060e/04.00 



DYNASAN 114, 116, 118 



Microcrystalline Triglycerides 



Description 

DYNASAN* microcirystalline triglycerides are 
glycerin esters of selected saturated, even-numbered 
and unbtanched fatty acids of natural origin. They 
are free from antioxidants and other stabilizers. 



R-CM 2 -CH(R)-CH 2 -R 

R = eitherClO-, C12-, C14-, C16- orC18r 

residues of fatty acids 



Official Descriptions 
JSa'> (Japan): 
JOG* (Japan): 
JCJC (Japan): 
INQ Name: 
INCI Namie: 
INCJ Name: 
GFR }, (USA): 



DYNASAN* 1 14 - Glyceryl Trimyristate 
DYNASAN* 116 - Glyceryl Tripaunitate 
DYNASAN* 118- Glyceryl Tristearate 
DYNASAN* 114 - Trimyristin 
DYNASAN* 116 - Tripalrmtin 
DYNASAN* 118 -Tristearin 

dynasan* m-'ii^^i^^p^^mw^^ 



Characteristic Values 



Tests 


Method 


Unit 


DYNASAN* 114 


DYNASANT 116 


DYNASAiNT 118 


Acid value* 
Saponification value* 
H^tiiDxyl value 
Melung range 
Unsaponifiabk matter. 


EP<) 2.5.1 
DGF> C V2 
DGFGV 17a 
EP 2.2.14 
EP25J 


mgKOH/g 

mgKOH/g 

mgKOH/g 

°C 

% 


max. 3 
229-238 
max. 10 
55-58** 
max. 03 


max. 3 
205 - 215 
max. 10 
61-65*** 
max. 0.5 


max. 3 
186 - 192 
max 10 
70 - 73*** 
max. 1 



* Included in Certificate of Analysis 

MettIerFP81 
*** DSC 

Besides these pnoduct-specific chaj^mristic values, the products arc distinguished by their stability against 
oxidation. Iflbeir peroxide values are 3 max., and their water content is 0.1 % max. 

Characteristics 

If the individual grades of DYNASAN* are rapidly cooled after inciting, glassy, amorphous masses are 
initially formed, which change upon standing into crystalline modifications haying volume expansion. The 
stable E- modification has a very sharp melting point and a triclihic structure. 



SASOL Germany GmbH 
Oleocherribds 

Armur-Irnhausen-Str. 92, D 58453 Wen 

Phone: 449 (0)2302/925-251 Fax: +49 (0)2302/925-358 
US.: SASOL North America Inc., 900 Threadneedfe, Houston, TX 77079 
Phone:201-666-9918 Fax: 201-666-9623 



Solubility 

DYNASAN* 1 14 is slightly soluble in n-hexane and diethyl ether and has very low solubility in ethanoL 
DYNASAN* 1 16 and 118 are slighdy soluble in n-hexane, as well as diethyl ether and ethanoL 
All types are virtually insoluble in water. 

Applications 

DYNASAN* mierocrystalline triglycerides are used in the cosmetic and pharmaceutical industries as 
adjuvants in the following preparations: 

$ I n tablets as lubricants having a very small influence bri disintegration. (See tabfe below.) 

£ In suppositories, vaginal ovula and pharmaceutical/ cosmetic sticks as crystallization accelerators and 

seeding agents to improve the solidification process, 
% In ointments, creams and lotions as body imparting and structure- forming components. 

Toxicology 

The LDjo value in the rat of all DYNASAN* types is greater than 5 g/kg body^dght. 



Influence of the lubricant on the disintegration of tablets 



Base Substance 


Lubricant 


Concentration (%) Pressure (mPa 


s ) Disintegration (sec.) 


Lactose 


Mg-stearate 


025 


195 


600 


Lactose 


Sterotex* 


4: 


221 


250 


Lactose 




2 


211 


210 


Lactose 


DYNASAN* 114 


1 


206 


106 


Lactose 


DYNASAN* 116 


1 


202 


101 


Lactose 


DYNASAN" 118 


1 


228 


111 



ScL Techn. Pharm 9 (1), 471 - 478 (1980) 

Delivery Form and Packaging 

DYNASAN* 114, 118: Powder, 25 kg net cartons 
DYNASAN 0 116: Flakes, 25 kg net bags 



Storage and Shelf Life 

DYNASAN* microcrystalline triglycerides should be stored in tightly closed containers, protected from 
light and moisture. Under these conditions, the shelf life of the products is at least two years. 

Phase lifer to S A SQL Material Safety Data Sheets fbrsperifk carfkte v^m^^ r^ni^ t^ s^k han&% beahh and 
emimnrrental effects far these products. 

0 JQC « Japanese Qtfineoc Ingredients Codex 

2 > JSQ « Japanese Standards of Cosmetic Ingredients 

3) GFR « Godcbf Fedml Regulations 

4 > EP » European Pharmacopoeia 

5 > DGF « Deutsche ^ellschaft fur Fettwissenschaft 

The preceding data are based on tests and experience which SASOL believes reliable, and are supplied for infonnratibnal 
purposes only SASOL expressly disclaims any liability whatsoever for damage or injury which results from the use of the 
preceding data and nothing contained therein shall constitute a guarantee, warranty, or representation (including freedom from 
patent liability) by SASOL with respect to the data, the product described, or its fitness for use for any specific purpose, even if 
that purpose is known to SASOL For detailed informadon regarding these produces, please refer to the respective SASOL 
Material Safety Data Sheet. 



Product Information DYNASAN* 

Page 2 of 2 
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Thank you for your request. Here are the latest results from the TARR web server. 

This page was generated by the TARR system on 2007.12-06 11:58:31 ET 

Serial Number: 72283780 Assignment Information Trademark Document Retrieval 

Registration Number: 865575 

Mark (words only): CUTINA 

Standard Character claim: No 

Current Status: This registration has been renewed. 

Date of Status: 1999-06-10 

Filing Date: 1967-10-31 

Transformed into a National Application: No 

Registration Date: 1969-03.04 

Register: Principal 

Law Office Assigned: (NOT AVAILABLE) 

If you are the applicant or applicant's attorney and have questions about this file, please 
contact the Trademark Assistance Center at TrademarkAssistanceCenter@uspto.gov 

Current Location: 900 -File Repository (Franconia) 

Date In Location: 200 1 - 1 2-05 

LAST APPLICANT(S)/OWNER(S) OF RECORD 

I. COGNIS DEUTSCHLAND GMBH & CO.KG 
Address? 

COGNIS DEUTSCHLAND GMBH & CO.KG 

HENKELSTRASSE 67 R - INTELLECTUAL PROPERTY / TRADEMARKS 

DUESSELDORF D-40589 

Fed Rep Germany 

Legal Entity Type: Corporation 

State or Country of Incorporation: Fed Rep Germany 



GOODS AND/OR SERVICES 



U.S. Class: 006 (International Class 001) 
Class Status: Active 

ORGANIC CHEMICAL COMPOSITIONS FOR USE IN THE MANUFACTURE OF 
COSMETIC CREAMS AND OINTMENTS 
No Filing Basis Claimed 

First Use Date: (DATE NOT AVAILABLE) 

First Use in Commerce Date: (DATE NOT AVAILABLE) 



ADDITIONAL INFORMATION 



Foreign Registration Number: 641828 
Foreign Registration Date: 1950-10-16 
Country: Fed Rep Germany 

MADRID PROTOCOL INFORMATION 



(NOT AVAILABLE) 



PROSECUTION HISTORY 

NOTE: To view any document referenced below, click on the link to "Trademark 
Document Retrieval" shown near the top of this page. 

2006-03-29 - TEAS Change Of Correspondence Received 

2003-09-26 - TEAS Change Of Correspondence Received 

1 999-06- 10 - Second renewal i 0 year 

1999-03-04 - Section 9 tiled/check record for Section 8 

1990-01-09 - First renewal 10 year 

1989-1 1-03 - Response received for Post Registration action 

1989-05-1 1 - Post Registration action mailed - Section 9 

1989-03-10 - Section 9 filed/check record for Section 8! 



ATTORNEY/CORRESPONDENT INFORMATION 



Correspondent 

John F. Daniels 
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Technical Data Sheet 




Vertellus" 



Product 
Identification 



Castorwax® is a wax like compound obtained by the controlled 
hydrogenation of pure castor oil. The principle constituent is glycerol 
tri-(12-hydroxystearate) t also known as ppalwax. Castorwax® is a 
hard, brittle/ high melting point wax that is , insoluble in most organic 
solvents bulis highly compatible and waxes; 



Physical 
Properties 



Property 


Value 


Acid Value 


1 


Density, IbsJgal, 25'C 


8.51 


Fire Point, COC, "F 


635 


Flash Point, COC, F 


600 


Form 


White fia 


Hydroxyl Value 


165 


Iodine Value 


3 


Melt Point, X 


87 


Melt Viscosity, Poise @ 200°F 


0.24 


Molecular Weight 


934 


Refractive Index 


1.4620 


Saponification Value 


180 


Specific Gravity, 25 C/25 C 


1.023 


Volume Resistivity @ 100°C 


8.2X10 


Dielectric Constant @ 1 Kc@45°C 


12,7 


Dielectric Constant @ 1Kc@100°C 


3:77 



10 



Applications , 


Metal drawing lubricants 


• : 


Probessing aid for rubber and plastics 




Cosmetics and toiletries 


• 


Antiperspirant sticks 


• 


Thixatrope 


• 


Tableting - controlled release binder 



For toxicity or regulatory information please consult the Material Safety Data Sheet 

Information contained in this technical data sheet is believed to beaccurate: VeVtete Pe>to/mance hpliab^and 
makes no warranty or representation that the information is correct ,& complete arid EXPRESSLY DISCLAIMS ALL REPRESENTATIONS PR 
WARRANTIES OF ANY KIND, EXPRESS OR IMPLIED, . INCLUDING BUT. NOT LIMITED. TO WARRANTIES OF MERCHANTABILITY AND 
FITNESS FOR A PARTICULAR PURPOSE Fmal determination of 

responsibility of the user who aiorie knows the conditions of intended use: Our customers should ensure that any product! 

Vertellus ingredient Is safe for its intended use pursuant to applicable law end that any necessary disclosures to consumers have been made. 



Vertellus Performance Materials Inc., 21 10 High Point Road, Greensooro, NC 27403 USA 

USA Tel: 800-227-2436 USA Fax: 336-854-4058 USA Email: WM-TechSenrtces^^rtellue.com 

Web: y^ t y^rtfi||us t cOT 



Copyright© Vertete Specialties Inc. 2008. AS Rights Reserved: Page 1 of 1 



Revised November, 2006 




Product Name: CASTOftWAX® 



H Te^nlcal Data Stie& 

Title Language 

CASTORWAX® English 

jj§ MSOS 

Title Language 

CASTORWAX® English 



Need any Additional informaflon/ass^tance? Please Email Or Call Us 

Site Map j Company jj Products [ Capabilities j; Culture | Contact j Career 
© Copyright 2007 Vertellus Specialties Inc. All rights reserved. 
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Int. Q.: 5 



Prior U.S. a.: 18 ^ T ^ 

Reg. No. 1,291,754 

United States Patent and Trademark Office Registe red Aug. 2a,um 

TRADEMARK 
Principal 



COMPRTTOL 



Etabltssements Gattefosse (France corporation) 
36j Chemin de Genas 
Saint-Priest (Rhone), France 



For- ADDITIVES FOR. PHARMACEUTICAL 
TABLETS IN THE NATURE OF AN EXCIPI- 
ENT HAVING BINDING, LUBRICATING; 
DlSntfTEGRATTNG AND SUSTAINED RE- 
LEASE PROPERTIES, in CLASS 5 (U.S. CI. 18). 

Owner of France Reg. No. 1,154*977, dated Nov- 
18, 1980. expires Nov. If 1990; 

Ser. No. 391,005, filed Sep. 28. 1982. 

EVAN J. KRAME, Examining Attorney 



thank you for your request Here are the latest results from the TARR web server. 

This page was generated by the TARR system on 2007-12-06 15:35:45 ET 

Serial Number: 73391005 Assi gnment Information T rademark Document Retrieva l 

Registration Number: 1291754 

Mark (words only): COMPRITOL 

Standard Character claim: No 

Current Status: This registration has been renewed. 

Date of Status: 2004-03-26 

Filing Date: 1982-09-28 

Transformed into a National Application: No 

Registration Date: 1984-08-28 

Register: Principal 

Law Office: Assigned: j^OT^AILABLE) 

If you are die applicant or applicant's attorney and have questions about this file, please 
contact the Trademark Assistance Center at TrademarkAssistanceCenter(g)uspto.gov 

Current Location: 900 -File Repository (Frariconia) 

Date In Location: 2004-03-29 

LAST APPLICANT(S)/OWNER(S) OF RECORD 

j. GATTEFQSSE S.A.. 
Address:; 

GATTEFGSSE S.A. 
36 CHEMIN DE GENAS 
69800 SAINT-PRIEST 
France 

Legal Entity Type: Joint Stock Company 
State or Country Where Organized: France 



GOODS AND/OR SERVICES 



International Glass: 005 
Glass Status: Active 

Additives for Pharmaceutical Tablets in the Nature of an Excipient Having Binding, Lubricating, 
Disintegrating and Sustained Release Properties 
No Filing Basis Claimed 

First Use Date: (DATE NOT AVAILABLE) 

First Use in Commerce Date: (DATE NOT AVAILABLE) 



ADDITIONAL INFORMATION 



Foreign Registration Number: 1,154,977 
Foreign Registration Date: 1980-1 1-18 
Country: France 

Foreign Expiration Date: 1990-11-18 



MADRID PROTOCOL, TNEQRMATJ^ 

(NOT AVAILABLE) 

PROSECUTION HISTORY 



NOTE: To view any document referenced below, click on the link to "Trademark 
Document Retrieval" shown near the top of this page. 

2004-03-26 - First, renewal 10 year 

2004-03-26 - Section 8 (10-year) accepted/ Section 9 granted 

2004-02-13 - Combined Section 8 (10-year)/Section 9 filed 

1989-1 1-14 - Section 8 (6-year) accepted & Section 15 atknowledged 

1989-09-14 - Section 8 (6-year) and Section 15 Filed 

1984-08-28 - Registered ? Principal Register 

1984-06-05 r Published for opposition 

1984-04-11 - Notice of publication 

1984-03-02 - Approved for Pub - Principal Register (Initial, exam) 
1984-02-10 - Assigned To Examiner 



1984-01-13 - Communication received from applicant 
1983-07-15 - Non-final action mailed 
1983-06-22 - Assigned To Examiner 



ATTORNEY/CORRESPONDENT INFORMATION 



Correspondent 

ROGER W. PARKHURST. 
PARKHURST & WENDEL, LLP 
1421 PRINCE ST, STE 210 
ALEXANDRIA, VA 22314-2805 



Domestic Representative 

ARNOLD, WHITE & DURKEE 
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United States Patent Office ^^gjggg 

PMNOPAIi REGISTER 
Trademark 



Ser. No. 171,089, filed June 17, 19*3 



STEROTEX 



The Capital City Products Company (Delaware corpora- 
. tion) 

535 W. 1st Ave. 
Columbus, Ohio 



For: POWDERED VEGETABLE STEARINS USED 
AS A LUBRICANT IN THE COMPRESSING AND 
EXTRUDING OF PHARMACEUTICAL TABLETS, 
POWDERED METAL PRODUCTS, CATALYSTS, 
CHEMICALS AND CERAMIC PARTS, in CLASS 15, 

First use June 1, 1951; in commerce June 1, 1951. 

Owner of Reg. No. 520,06. 



Thank you for your request Here are the latest results from the TARR web server. 

This page was generated by the TARR system oh 2007-12-06 15:40:07 ET 

Serial Number: 72171089 Assignment Information Trademark Document Retrieval 

Registration Number : 766603 

Mark (words only): STEROTEX 

Standard Character claim: No 

Current Status: This registration has been renewed. 

Date of Status: 2004^05-27 

Filing Date: 1963-0647 

Transformed into a National Application: No 

Registration Date: 1964-03-17 

Register: Principal 

Law Office Assigned: (NOT AVAILABLE) 

If you are the applicant or applicant's attorney and have questions about this file, please 
contact the Trademark Assistance Center at TrademarkAssistanceCenterfg uspto.pov 

Current* Location: 900 -File Repository (Franconia) 

Date In Location: 2004-05-28 

LAST APPLICANT(S)/OWNER(S) OF RECORD 

l.ABITEC CORPORATION 
Ad dr ess * * 

ABITEC CORPORATION 
501 WEST 1ST A VENUE 
COLUMBUS, OH 43215 
United States 

Legal Entity Type: Corporation 

State or Country of Incorporation: Delaware 



GOODS AND/OR SERVICES 



U*S, Class: 015 (International Glass 004) 
Class Status: Active 

Powdered Vegetable Stearine Used as a Lubricant in the Compressing and Extruding of 
Pharmaceutical Tablets, Powdered Metal Products, Catalysts, Chemicals and Ceramic Parts 
Basis: 1 (a) 

First Use Date: 1951-06-01 

First Use in Commerce Date: 1951-06-01 



ADDITIONAL INFORMATION 



Prior Registration Number(s): 

520636 



MADRID PROTOCOL INFORMATION 



(NOT AVAILABLE) 



PROSECUTION HISTORY 



NOTE: To view any document referenced below, click on the link to ^Trademark 
Document Retrieval" shown near the top of this page. 

2004-05-27 - Second renewal 10 year 

2004-05-27 - Section 8 ( 1 0-year) accepted/ Section 9 granted 

2004-03-23 - PAPER RECEIVED 

20044)3-15 - Combined Section 8 (lO-year)/Section 9 filed 

2003-12-08 TEAS Change OfCbrrespohdehceReceiyed 

2003-10-27 - TEAS Change Of Correspondence Received 

19844)3-1 7 - First renewal 



ATTORNEY/CORRESPONDENT INFORMATION 



Correspondent 

LAINCP. AKERS 

SQUIRE, SANDERS & DEMPSEY L.L.P. 
1 300 HUNTINGTON CENTER 
41 SOUTH HIGH STREET 
COLUMBUS, OH 43215-6197 



CAS Number 8016-7O4 

Meets the requirements of the United States Pharmacppda/Nationjal Formnlary (USP/NF) 
monograph for Hydrogenated Vegetable Oil, 7>^ i, the British Pharmacopoeia (BP) monogra^^ 
for Hydrogenated Vegetable Oil and the Eoropean Pharmacopoeia (EP) general mono^^>h for 

Vegetable Fatty Oils. 

Synonyms: 

Hydrogenated Soybean Oil 



Product Type: 

Sterotex HM, NF powders are widely used as lubricants in t^let inanuf^t^^g in die pharmaceutical Indus- 
trie, the food si^plement industries, and in cpmpact^ catelj^ ceStamic; 
and powder metallurgy fields. Sterotex HEM, NF tobricaiit powiters are derived from natural vegetable qUs ihat 
are refined and deodorized and is produced according to Kosher i^uirements. They are neutral .organic esters 
(triglycerides) that are low in ash content Sterotex BB^'jNF conforms to the United States Phamc^ppeia/^ 
National Formulary (USP/NF) monograph foi Hydrogenated Vegetable Oil, Type l t the British Pharmacopoeia 
(BP) monograph for Hydrogenated Vegetable Oil and the Eunip^ 
graph for Vegetable Fatty Oils, 



Specifications: 



Limit 



Reference Test Method 



Color, Lbvibond (Red) 
Acid Value 
Identification 
Iodine Value 
Loss on Drying 
Melting Point 
Saponification Value 



3.0 max: 
4.0 max; 
Pass/Fait 
5.0 max. 
0.1% 

67~69°e(153-157°F) 
175-200 



lAOGS Cc 131*45 
BP 

NF/BP 
NF / BP 
NF/BP 
NF/BP 



Compliance is Pass/Fail for the following test parameters outlined per NF; BP or ABITEG specifications: 



Heavy Metals 

O VI (Organic Volatile Impurities) 
Unsaponifiable Matter 
Characteristics 
Sieve Analysis: 

ParticleSize 

Particle Size 



0.001% 
Pass/Fail 
0.8% max. 
Pass/Fail 



NF/BP 
NF 

NF/BP 
BP 

ABiFECMe^od 



95% mitoumttougji 100 mesh 
99% mymumttirough 40iriesh 



1 AOCS: American Oil Chemists' Society %SP/NF United States PhamiacopeiVNational Forinulary *BP: British Pharmacopoeia 



Version: 15 



lof2 



11/22/2006 



Regulatory: 

Meets the requirements of the current United States Phannacppeia/Naticmal Formulary (USP/NF) 
monograph for Hydrogenated Vegetable Oil, Type V, die British Phamiaeopoeia (BP) monograph 
for Hydrogenated Vegetable Oil and die European Pharmacopoeia (EPj general monographer 
Vegetable Fatty Oik, 

Pharmaceutical Applications: 

• Tablet Lubricant 

• Sustained Release Applications 

• Binder 

Shelf Life: 

Retest and re-qualify one year from the date of manufacture. 

Storage: 

Store in a closed container in a dry location at 65-70° F. 

Standard Package: 

75^|p%)d)^ 



11/22/2006 



2of2 



Version: 15 



are made rn^xx^ vvaranty or guarartioB $fo6&ttiife^ tho rn boy6f^6^<sSti^oi 



CAS Number: 8016-70-4* &8Q01 -78-3* 

Meets the requirements of the United States Pharmacopeia/National Formulary monograph for 

Hydrogenated Vegetable Oil, Type h 



Synonyms: 

Hydrogenated Vegetable Oil 
Hydrogenated Soybean Gil and Castor Wax 
Vegetable Stearihe 



Product Type: 

Sterotex K, NF powders are prepared from vegetable oils that are refined, deodorized, hydrogenated and spray 
chilled to fine powders. They are neutral esters (triglyc^id^) ^ which Storfter K, NF 

powders are widely u^ as lubrica^ 

plements. They are also used in cornp^nng^ processes in the catalyst, ceramic and powder 

metallurgy fields. Sterotex K, NF conforms to the USP/NF monograph for Hydrogenated Vegetable OH, 
Type I and is produced according to Kosher requirements! . : ^ ' J ; j 



Specifications: 



Specification 


Limit 


Reference Test Method 


Color, Lovibond (Red) 


4.0 max. 


l AOCS Cc 13b45 


Acid Value 


4.0 max. 


^NF 


Iodine Value 


5.0 max. 


NF 


Loss on Drying 


0.1% 


• : NF 


Melting Poiht 


81^C (178083^) ...v 


• ;nf 


Saponification Value 




■ ;• •':;•:-/• • •• 


omplkmceMPa^ ^^crhiOTe 


Heavy Metals (Method 31) 


0.001% 


; ? l NF 


OVI (Organic Volatile Impurities) 


Pass/Fail 


•NF 


Unsaponifiable Matter 


0.8% max. 


NF 


Sieve Analysis: 




ABITEC Method 



Particle Size 
Particle Size, 



95% minimum through 100 mesh 
99% minimum througji 40 mesh 



^CK^r Amen^ Society, *]USP/NR^ 



Version: 14 



1 of 2 



9/15/2006 






Version: 14 
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9/15/2006 





Int. CU 5 
Prior UJS. CL: 6 

United States Patent and Trademark Office 



Reg. no. ijmpm 

RegistCTed Oci 27, 1981 



TRADEMARK 



LUBRITAB 



Edward Mendell Co,, Inc. (New York corporation) 
Rte. 52 

Garmd, N.y; 10521 



For: HYDROGENATED VEGETABLE OILS 
FOR tJSE AS: A; DRY UOMCANt OR AUXIL- 
IARY BINDER m THE MANIJFACTURE OF 
PHARMACEUTICAL TABLETS; in CLASS 5 

First use Mar, 1976> ia coinme^ 



Ser . No. 



? , filed Feb. 14, 1980. 



ROY H. KBILSON, ^ 



Thank you for your request Here are the latest results from the TARR web server. 

This page was generated by the TARR system on 2007-12-06; 15:43:45 ET 

Serial Number: 73250 1 57 Assignment Information Trademark Document Retrieval 

Registration Number: 1174778 

Mark (words only): LUBRITAB 

Standard Character claim: No 

Current Status: This registration has been renewed. 

Date of Status: 2002-01-25 

Filing Date: 1980-02-14 

Transformed into a National Application: No 

Registration Date: immdM 

Register: Principal 

Law Office; Assigned: (NOT AVAILABLE) 

If you are the applicant or applicant's attorney and have questions about this file, please 
contact the Trademark Assistance Center at TrademarkAssisteneeCenterfffuspto.gov 

Current Location: 900 -File Repository (Francohia) 

Date In Location: 2002-01-29. 

LAST APPLIC ANT(S)/6WNER(S) OF RECORD 

1. PENWEST PHARMACEUTICALS CO. 
Address: 

PENWEST PHARMACEUTICALS CO 
2981 ROUTE.21 
PATTERSON,NJ 12563 
United States 

Legal Entity Type: . Corporation 

State or Country of Incorporation: Washington 



GOODS AND/OR SERVICES 



International Class: 005 
Class Status: Active 

Hydrogenated Vegetable Oils for Use as a Dry Lubricant or Auxiliary Binder in the Manufacture 
of Pharmaceutical Tablets 
Basis: 1(a) 

First Use Bate: 1976-03-00 

First Use in Commerce Bate: 1976-03-00 



ABBITIONAL INFORMATION 



(NOT AVAILABLE) 



MADRID PROTOCOL INFORMATION 

(NOT AVAILABLE) 



PROSECUTION HISTORY 



NOTE: To view any document referenced below, click on the link to ''Trademark 
Document Retrieval" shown near the top of this page. 

2002-01-25 - First renewal 10 year 

2Q024M-25 - Section 8 (10-year) ae<^ed/<Seckon 9 granted 

2001-10-29- Combined Section 8 (10-year)/Section 9 filed 

1987-04-27 - Section 8 (6-year) accepted & Section 1 5 acknowledged 

1986-12-04 - Section 8 (6-year) and Section 15 Filed 

1981-10-27 - Registered - Principal Register 

1 98 1 -08-04 - Published for opposition 



ATTTORNE'l^OR^ 



Attorney of Record 

MICHAEL Rl GRAHAM 

Correspondent 

MICHAEL R. GRAHAM 
MARSHALL, GERSTEIN AND BORUN 
6300 SEARS TOWER -233 S. WACKER.DR, 



CHICAGO, IL 606066402 



Hydrogenated Vegetable Oil, Type i, NF 
Hydrogenated Vegetable Oil, BP 
Hydrogenated Oit jP 



All Natural Tablet& 
Capsule Filling Lubricant 

Sustained Release Agent 

Auxiliary Tablet Binder Eliminating Capping & Lamination 
Matrix-farming in Sustained Release 
Nutritional Value 
Provides Other Functions 



JRS PHARMA 




Hydrogenated Vegetable Oil, Type i, NF 
Hydrogenated Vegetable Oil, BP 
Hydrogenated <J$»;JP 



Auxiliary Tablet Binder 
Eliminating Capping & Lamination 
Matrix-forming in tR & !Slfc 
Nutritional Value 
Provides Other Functions 



LUBRITAB* (Hydrogenated Vegetable 
Oil, Hydrogenated Oil) is hydrogenated 
^tt^n-seed 0il obtained irwn cpttpri 
plants ;g*o^n. U^RITAB* ^rves as a 
lubncarrt in tablet arid capsule fbrmu- 
latitat <»hce^^ 
(w/w)» and usually In combination with 
tafcr^anyTat^i^rtt. 

LUBRITAB* may also be applied to dry 
granulated fonnuiatiofis dudngthe 
slugging or roller compaction process* 

Auxiliary Tablet Binder 
Eliminating Gapping & 
Lamination: 

UUBRJTAB* is a liquid film lubricant that 
can be applied as an auxiliary tablet 
binder, ft melts and re-solidifies during 
thex^pact^ 

bonding capacity off the tabletrin#1x 
resulting in a n^f^i^^blet Itis 
r^mmendecltlTat an anti-adherent 
be added at a level sufficient to reduce 
or eliminate me associated punch 
adherence observed when using the 
LUBRITAB® in this application , 

it is h^ W&^ ^m ackied in the 
dry state during the test blending 
dpemtion beffacom 
l^^for^W- ZSmlnutes. 




Matrix-forming in Sustained 
Release: 

LUBRITAB* has been employed in sus- 
tained release (SR) tablet matrix. U^ed 
In combination with soluble tableting 
tngedients, such as KBIDEX* (Dextrates, 
NF) f LUBRfTAB* provides a cost effective 
SR system for API oral drug delivery. 

Dissolution of teetybaUc^c fM 




*rHPMC 100.000 10% 



The diagram shows the dissolution Of 
ac^^aHqjlicf acid from tablets with 
the following formulation : 




Nutritional Value: 

Since LUBRITAB® is an edible vegetable, 
product, it is: low in ash content and 
meets global heavy metals standards. 



LUBRITAB* is etemicafly : jnert mmpQied 
tp comrmniy used lubricants ^^nn& 
^^ripr^l quality 

♦ cait^^rBtes 

* proteins and amirkra&ds 

& Arches ^and'staaSh ifenvatives 

* additives^ 
preservatives 

Other Functions: 

Other LUBRfTAB* applied 

• viscosity modifier in the preparation 
<tf ojl4)a^ 

^rmul^ons; 

• preparation of suppositories, to 
reduce the Sedimentation of 
^^rt^com^ 

improve the solidified 
*1orm^ 

fills for hard two-piece or spft-^l 
capsules. 




Sample Size: 
Packaging: 



25 kg carton 
on 675 kg pallets 




WORLDWIDE HEADQUARTERS 

JRS PHARMA GMBH+CO KG 

HotemfiWe l> .... v . 

0-73494 Ro^ntwrg(Gefmahy}' 
Phone: + 49 (0) 79 67 /152-0 
Fait + 49 (0) 79 67 / X 52-345 
E-mail: info@jrspharfna.de 
www.jrspharma.do 
'www.jrs.de, 

BHSBIBEEffll wi 7der / UB2-312 



USA + CANADA E 

)RS PHARMA LP gjj 

2931 Route "77, Suited *?< 

Patterson. W12563-2359 §: 

Toll-free: (600) 431-2457 >» 

Phone: +1 (845) 878-34X4 | . 

Fax; +1(845)878-3484 §• 

E-mail: info@jrspnarrna.com «> 
wwwjmphorrna,$om 

■EBBiBEB3M +k«4$) 878-54X4^ 



Int. CL: 1 



Prior U.S. a,: 51 

Reg- No. 1,278,495 

United States Patent and Trademark Office R^&^my i^ im 

TRADEMARK 
Principal Register 



APIFTL 



Etablissemcnts Gattefosse (France corporation) For: BEESWAX FOR USE IN THE MANU- 

36 Chemin de Genas : , FACT*URE OF COSMETJC CKEAM CLASS 1 

Saint Priest (Rhone), France (US. Cl 51). 

Priority claimed under Sec 44(d) on France 

application Nd 643,807, ffled Oct. 28, 1982, Reg. No. 

1^17,l53i ..;dlfl^ed : -'Oc^-^ias. -;fi?^.-«^p*i« ^OcstL---»^ 1992. 

Ser; No. 406,027, ffled Etec. 14, 19821 



Thank you for your request Here are the latest results from the TARR web server. 

This page was generated by the TARR system on 2007-12-06 15:46:03 ET 

Serial Number: 73406027 Assignment Information Trademark Document Retrieval 

Registration Number: 1278495 

Mark (words only): APIFIL 

Standard Character claim: No 

Current Status: Thus registratidn has been renewed. 

Date of Status: 2004-03-26 

Filing Date: 1982-12-14 

Transformed into a National Application: No 

Registration Date: 1984-05-22 

Register; Principal 

Law Office Assigned: (NOT AVAILABLE) 

If you are the applicant or applicant's attorney and have questions about this file, please 
contact the Trademark Assistance Center at TrademarkAssistahceCenter@usptb.gbv 

Current Location: 900 -File Repository (Franconia) 

Date In Location: 2004-03-29 

LAST APPLICANT(Sy6WNER(SX OF RECORD 

l.GATTEFOSSE S.A. 
Address: 

GATTEFOSSE S.A. 
36 CHEMIN DE GENAS 
69800 SAINT-PRlEST 
France 

Legal Entity Type: Joint Stock Company 
State or Country Where Organized: France 



GOODS AND/OR SERVICES 



International Class: 001 
Class Status: Active- 
Beeswax for Use in the Manufacture of Cosmetic Cream 
No Filing Basis Claimed 

First Use Date: (DATE NOT AVAILABLE) 

First Use in Commerce Date: (DATE NOT AVAILABLE) 



ADDITIONAL INFORMATION 



Foreign Application Number: 643,807 
Foreign Registration Number: 1,217,153 
Foreign Registration Date: 1982-1(^28 
Country: France 
Foreign Filing Date: 1982-10-28 
Foreign Expiration Date: 1992r 10-28 



MADRID PROTOCOL INFORMATION 

(NOT AVAILABLE) 

PROSECUTION HISTORY 

NOTE: To view any document referenced below, click on the hnk to '•Trademark, 
Document Retrieval" shown near the top of this page. 

2004-03-26 - First renewal 10 year 

2004-03-26 - Section 8 (10-year) accepted/ Section 9 granted. 

2004-02-13 - Combined Section 8 (10-year)/Section 9 filed 

1989-10-C^^ Section 8? (6-year) accepted &. Section 15 acknowledged 

1989-06-20 - Section .8 (6-ye^) and S 15 Filed, 

1984-05-22 - Registered - Principal Register 

1984-02-28 - Published for opposition 

1984-01-18 - Notice of publication 

1983-1 1-23 - Approved for Pub *■ Principal Register (Initial;exam). 
1983-10-27 - Communication received from applicant 



1983-09-23 - Non-filial action mailea* 
1983-08-31 - Assigned To Examiner 



ATTORNEY/CORRESPONDENT INFORMATION 



Attorney of Record 

ARNOLD, WHITE DURKEE 

Correspondent 

ROGER W. PARKHURST 
PARKHURST & WENDEL, LLP 
1421 PRINCE ST, STE 210 
ALEXANDRIA, VA 223 14-2805 

Domestic Representative 

ARNOLD, WHITE DURKEE 



APIFIL® 



Chemical name : PEG-8 Beeswax 
Physical appearance : Waxy solid in pellets 
HLB Value : 9 



Applications 

Apifil® is an 0/W emulsifier that can be formulated: with high concentrations of oily 
without phase inversion: 

Used at concentrations below 5%, it forms light creams with easy spreadability £i 
gelifying argent is required in the aqueous phase); 

Used m higher conc^tratiqnsy 5% to 15%, it forms ^taS $ firm textuj 

glossy appeara rtoe: 



topical formulations 



Functions 



Creams and 
lotions 



Micros 
emulsions and 
gels 



Emulsifying 
base 



Thickening 
agent 



Emollient 



.Penetration 
enhancer 



SblubHIzer Surfactant 



sui 



Documentation Request - Close 




NEXT EVENT i2i07ip7;pecenrrt)eri6^7 r 2007 - New York 

Home** Pharmaceuticals ^> Products >. T6pi^l>EmuI$ifiers |qr creams and Joti 



EMULSIFIERS FpR CREAMS! AND LOTIONS 



Pha rmaceuti cals 
Products 

Oral 
Topical 

Rettat and vaginal 
Technical support 
Saint Remy Meetings 
Publications 



Personal Care 



Gattefoss4 emulsifying bases 
pharmaceu)^ 

These; bases are;eon$is^^ 

fluid emulsions to anhydrous creams. With excellent skin tolerance 
emulsifying base§ Will heii* ^ 

The selection of an appropriate emulsifying base is driven by the desiret 
consistency of the final product, the type of emulsion (G/W or W/O) 
specific characteristics of the active (solubility, phySicochemiGai pfoj 
stability). 



Non-Ionic <0#W Emulsif lers 

APIFiL® GEliOt*64 

ffon4onic^ 
Anionic O/W Emulsif ier 



vyttoos 



© Gattefosse 2007 t Legal/mentions: 




Akofine - a series of mild natuml scrubbing powders derived fmmpure vegetable oils. 
Characteristics 

Akofine powders are characterised by high oxidation stability and a good conteniof natural 
tocopherols. The high melting s lipid cristate are used in scrubbing for^ . , 

mechanically g^n^ 

m^ts by taction and helps aisp to smooth and reJipidtse the skin. 

The Akofine products represents small particle sizes, the materials are free flowing and easy to handle 
in the production. The powder can easily be dispersed by gently mixing into a room-tempered product 
as the final production step before filling into the packaging. 

Akofine product range 



Product name 


INCI name 


Melting point f C) 


Akofine R 


Hydrogenated Rapeseed oil 


60 


Akofine P 


Hydrogenated Palm oil 


m 



Akofine powders can also be utilised to incorporate dry particles or liquid acetic ingredients such as 
flavours, extracts, pigments arwj Adtamins, resulting in a powdered form microHXjmpoheht with a shell 
of fat. The encapsulation can be used to protect ariactive ingred^ 

delivery of Gametic functional ingredients to #ie skin. Development of micro-encapsul ated ingredients 
is performed in close collaboration with our customers. 



Applications 

Due to the lipophilic nature arid high mefti^ eharac^&ics^ 

water ijhase of ah bA#^ 

iC^louir^ 

foirnulatibns based on a high content of v surfacten^. 

Akofine powders find applications within mild; cleansing cosm^^ body 
•such as:? 

- Gentle cleansing, conditioning and scrubbing formulations. 

- Stimulating and renewing massage and body gels. 

- Firming hydrqtherapyand aromatherapy products; 



Kartshamhs AB, Business Area Oils & Fats, Business Sector Lipids for Care; SE-374 82 Kartsrtarhn Sweden 
Phone +46 454 820 00 Fax +4fi 454 828 fifi E-mal) ltoid^karlsHamns:se 
www.kartsh8ntn8.cofi) 
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No. M*,4*7. fiWd pee. 

SOFTISAN 



Dyuamit Nobel AkucngcseUscbaft (Gorman corporanoo* 

Posxfaih H 4-1 17 

521 T«*sdorf, Geroany 



For. AUXn iAKV A^^^^ W: 
STANCES FOR IWILMACECT^ AND 
iiFTIC PREPARATIONS — NAMELY . FOUNDA- 
SSP^ A^ PA^ CLASS 6 



i»sii 

JOHNC. 



•. I* 




Thank you for your request Here are the latest results from the TARR web server; 

This page was generated by the TARR system oh 2007-12-06 1 5:59:29 Et 

Serial Number: 72346467 Assignment Information Trademark Document Retrieva l 

Registration Number: 931592 

Mark (words only): SOFTISAN 

Standard Character claim: No 

Current Status: This registration has been renewed. 

Date of Status: 2002-07-1 5 

Filing Date: 1969-12-17 

Transformed into a National Application: No 

Registration Date: 1 972-04-04 

Register: Principal 

Law Office Assigned: 0WtMvM,MmM 

If you are the applicant or applicant's attorney and have questions about this file, please 
contact the Trademark Assistance Center at TrademarkAssistance ^enter<g)usptO .gov 

Current Location: 900 -File Repository (Franconia) 
Date In Location: 2002-07-24 

LAST APPLICANTCSyO WNER(S) OF ^RECORD 
1. Sasol Germany GmbH 
Address: 

Sasol Germany GmbH 

Anckelmannplatz 1 

Hamburg D-20537 

Fed Rep Germany 

Legal Entity Type: Corporation 

State or Country of Incorporation: Fed Rep Germany 



GOODS AND/OR SERVICES 



U.S. Class: 006 (International Class 001) 
Class Status: Active 

AUXILIARY AND BASIC CHEMICAL SUBSTANCEDTORPHARMACEUTICAL AND 
COSMETIC PREPARATIONS-^ AMELY. FOUNDATIONS FOR SALVES AND CREAMS 
No Filing Basis Claimed 

First Use Date: (DATE NOT AVAILABLE) 

First Use in Commerce Date: (DATE NOT AVAILABLE) 



ADDITIONAL INFORMATION 


Foreign Registration Number: 61 6068 






Foreign Registration Date: 195 1-04-20 
Country: Fed Rep Germany 






MADRID PROTOCOL INFORMATION 






(NOT AVAILABLE) 


PROSECUTION HISTORY 



NOTE: To view any document referenced below, click on the link to "Trademark 
Document Retrieval" shown near the top of this page. 



2002-07-15 - Second renewal 10 year 

2002-07-15 - Section 8 (1 0-year) accepted/ Section 9 granted 

2002-04-04 - Combined Section 8 (10-year)/Section9 filed 

2002-04-04 - Combined Section 8 (10-year)/Section 9 filed 

1992-02-12 - First renewal 10 year 

1992-01-24 - Section 9 filed/check recordTor Section 8; 

1977-07-25 - Section 8 (6-yeair) accepted & Section 15 acknowledged 



ATTORNEY/CORRESPONDENT INFORMATION 



Attorney of Record 

ALANE. SCHIAVELLI 

Correspondent 



ALAN E. SCHIAVELLI 

ANTONELLI, TERRY, STOUT & KRAUS, LLP 

SUITE 1800 

1300 NORTH SEVENTEENTH STREET 
ARLINGTON. VA 22209 



Domestic Representative 

ANTONELLI, TERY, STOUT & KRAUS, LLP 



PRODUCT INFORMATION 



26.13.042e/04,00 



SOFT I SAN* 100', 133i> 134/ 138, 142, 154 

Hard Fats 

Description 

Thesix SOFIKANf types, ^bkh ace J^'&tar* are spjxi^h^ 

of natural, saturated, even-numbed 

are free of any antioxidants and stabiliziers. 

INCI Names 

SOFnSAfrf 100, 133, 134, 138,142: Hy^genated CbtoGljceikfes 
SOFHSAN* 154: Hjdro^^ 

Characteristic Values 



Tests 


100 


133 


134 138 142 


154 


Acid value mgKOH/g a) 
lodine yatoe mglj/lOOg b) 
Saponification value mgKOH/g 

c> ; 

Ifyiioxyl value mpC(5H/g d) 
Unsaponifiable matter % e) 
Mehkg jpbint °C 


max. 0.2* 
max, 3* 
230-250* 


max: 0.2* 

naac-3* 

235,255* 


max. 0.3* max., 15* max. 03* 
max. 3* max. 5* max, 3* 
220.235* 215435* 21&235* 


max. 1* 
max. 3* 

mi-iio* 


max. 15* 
inax.05 
33.505S* 

maX.0.1* 


nax.;15^ 
ma£ 03 

$$MP' ... 

inaxtfM* 


maxl 03 max. 3 iMm'^OS 
3^36*; _ 

max; Kl* ffic&bAP max; 0.1 


max. 10* 

'max.;.l- 
53-58* 


Witer %■ ^ 

Iddrne coibrva&e tng^iOQml 


h) max: 3 


ma&3 


max. 3 max. 3 max. 3* 


max^3* ■ 



# SoUdi&atbn point (34:37 °Q i$ preferred, because of bees^ intent 

* *» Included in Certificates of Analysis 

Properties 

§ Hie above-mentioned six SQf^SAfef Hard Fat type* 

£ TTh^ ^diaracte hardne$$ atiwm}^ 9^ung ^g? ; 

lie nanow interval between melting; and ^li^ica^ f or rapid; ^d ,econoiiik^J s 

processing. These hard fats 

time and good contractib 
% They are exceptionally resistant to oxidation, so there is rio risk of rancidity. 
% SOFITSAN* Hard Fats are dennatolpgically and toxicofogically hamJess. 



SASOL Germany GmbH 
Okochermcals 

Arthur^Iinhaiisctt-Str. 92, D-58453 -WSttett 

Phone: +49 (0)2302/92^251 Fax: ^9(02362/92^358: 

US: SASOL North America Inc n 900 Thteadneedfc, Houston, TX 77079 
Phone: 201-66*9918 ^;20l-66&?6» 



Solubility 

E&thyl ether, toluene, icetonie: readfly soluble 

Methylene chbride: almost insoluble 

Ethanol, 96 %: almost insoluble 

Water almost insoluble 

Fats and oils: miscible 

Applications 

'<t, Decorative cosmetics and pharmaceutical sticks 

Because of their handness, close prp5am% of ixiehing and ^softening, and stability gainst oxidaiiion, 
SCMlS^f Hard Fats ait ^uit^fe as componen for all types bf^meties and phan^^ 
^yebnw j^dis,^ ^ 
products, mascaras* eye ibskib^ 

These six SOFTBANK grades offer a dhoke: of non-sm^utin& intontsj^ with differ^ 

ndbtirig points and excellent skit* comp^itoy for die pxeparatbn oif the above-meimoned group of 
products. SOFI1SAN* Hard Fats impart stnicture to products ami have protective skin care pmpeities. 
Differ 

2. Ointments and creams 

Slob-spreadu^ one of these sk SOTO 

^ingredients are raklily released on rik jskiri. Skth' itspiiatidn and moisturc balance aire not impaarai 
5QFriSA£J* Hard vFats "ii^rove n tk effefroff^ 

Delftfeiy Form and Packaging 
SOFI1SAN* 103,133, 134^ i$8k#£<^ 

SOFtlSANT J54; flakes packed in polyethylene- lined paper bags of 25 kg net 
Storage and Shelf Life 

Hie products should be stored in closed ^containers, at cool temperatures, protected from light arid 
moisture. Under these conditions the shelf life is at least three years. 




Methods 

a>;EP^.Vb)I^ 



** JQG - Japanese Cosmetic Ingrediem Qxicx 
** EP m European Phannacppoda 
D>GF m Deutkhe C^seflsdbaft 



The preceding data are based on Deists aind/e^rience which SASQL believes reliable, aM : a» .sixpf^ for v infdrmaticmd 
purposes only SASQL e^msfy djtsckirns any liability whatsoever for damage or m^''ijhicbi- results from the use of the 
preceding data and nothing contained therein shall constitute a guarantee, wananry, or repxesf matron (including freedom horn 
patent libihu^rt>) by SASQL. wtth respect to. the data, the^ 

that purpose; is known to SASQL For. detailed inf onnauon regaixu^ these products, pkase ref^^to tte jrcpectfye SAS^ 
Mat^Saf% 



Product Ihfonnation SOFTISAN* Hard Fats 
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PRODUCT LISTING: 
Sorb i tan Esters 



PROTAMEEN TRADE NAME 

PROTACHEM SML 
PROTACHEM SMO 
PROTACHEM SMP 
PROTACHEM SMS-NF 
PROTACHEM SQC 
PROTACHEM STO 
PROTACHEM STS 



INCI/CTFA CHEMICAL NAME 

SORBITAN LAURATE 
SORBITAN OLEATE 
SORBITAN PALMITATE 
SORBITAN STEARATE 
SORBITAN SESQU IOLEATE 
SORBITAN TRIOLEATE 
SORBITAN TRISTEARATE 



Polyethylene Sorbitan Esters 



PROTAMEEN TRADE NAME 

PROTASORB L-20-NF 
PROTASORB L-20-K [KOSHER] 
PROTASORB P-20 
PROTASORB S-20-NF 
PROTASORB S-20 [KOSHER] 
PROTASORB STS-20 
PROTASORB Q-20-NF 
PROTASORB O20-K [KOSHER] 
PROTASORB TO-20 



INCI/CTFA CHEMICAL NAME 

POLYSORBATE 20 
POLYSORBATE 20 
POLYSORBATE 40 
F^LYSORB^E 60; 
POLYSORBATE 60 
POLYSORBATE 65 
POLY^RB^B80 
POLYSORBATE 80 
POLYSORBATE 85 



Polyoxyethylene & Polyoxypropylene Ethers 



PROTAMEEN TRADE NAME 

PROCOL LA-4 
PROCOLLA-7 
PROCOL LA-12 

PROCOL LA-15 
PROCOL LA-23 
PROCOL OA-2 

PROCOL OA-2 SP 
PROCOL OA-5SP 
PRQCOL 0A-10 
PROCOL OA-10SP 
PROCOL OA-10SPH 
PROCOL OA-20 
PROCOL OA-20SP 
PROCOL SA-2 



INCI/CTFA CHEMICAL NAME 

LAIJRETH-4 

LAURETH-7 

LAURETB-12 

LAURTH-iS; 

LAURETH-23 

OLETH-2 

OLETH-2 

0LETH-5 

OLETH-10 

pLETHflO; 

OLETH-10 

OLETH-20 

OLETH-20 

STEARETH-2 



PROCOL SA-10 
PROCOL SA-21 
PROCOL SA-20 
PRpepLCS-5 
PROCOL CSr1 5 
PROCOL CS-20 
PROCOL CS-30 
PROCOL CS-50 
PROCOL CA-2 
PROCOL CA-10 
PROCOL PSA-11 
PROCOL PSA-1 5 
PROCOL PCA-10 

PROCOL P 

PROCOL NIN 

PROCOL CS-20-D 

PROCOL ST-20-G 
PROCOL 1S-20 



STEARETH-10 

STEARETH-21 

STEARETH-20 

CETEARETH-5 

CETEARETH-15 

CETEARETHr20 

CEtEARETH-30 

CETEARETH-50 

CETETH-2 

CETETH-10 

PPG-1 1 STEARYL ETHER 
PPG-11 STEARYL ETHER 
PPG-10CEtYL ETHER 

ceteAryl Alcohol (And) 

Pbi-YSORBATE 60 (AND) PEG 150- 
STEARATE(AND)STEARETH-2p: 

CETEARYL ALCOHOL (AND) CETETH-20 

CETEARYL ALCOHOL (AND) CETEARETH 
20 

STEARYL ALCOHOL (AND) CETEARETH- 
20 

IS0StEAREtH T 2d 



Alkahblamides 
Amine Condensate 1:2 FA-Dlethanolamide 



PROTAMEEN TRADE NAME INCI/CTFA CHEMICAL NAME 

PROTAMIDE X-45-B fCOCAMIDE DEA 

PROTAMIDE ADS-100 COCAMIDE DEA, 

PROTAMIDE OFO OLEAMIDEDEA 

Superamides 1 : 1 FA-Diethanolamides - Monoethanolamides 

PROTAMEEN TRADE NAME INCI/CTFA CHEMICAL NAME 

PROTAMIDE CKD COCAMIDE DEA 

PROTAMIDE HCA-RC-3 COCAMIDE DEA 

PROTAMIDE HCA-A COCAMIDE DEA 

PROTAMIDE L-80M LAURAMlDE DEA 



PROTAMIDE L-80 MA 
PROTAMIDE 1224 
PROTAMIDE L-90 
PROTAMIDE LMAV 

PROTAMIDE LM-73 

PROTAMIDE LM r 73-L 

PROTAMIDE LNO 
PROTAMIDE 15-W 
PROTAMIDE MRCA 



LAURAMlDEDEA 
LAURAMIDE DEA 
LAURAMlDEDEA 
LAURAMlDEDEA 
LAURAMIDE DEA (AND) 
MYRISTAMiDE DEA 
LAURAMIDE DEA (AND) 
MYRISTAMIDE DEA 
LINOLEAMIDE DEA 
LINOLEAMIDE DEA 
MYRISTAMIDE DEA 



PROTAMIDE MEAA 



ACETAMIDE MEA 



PROTAMIDE CME 



COGAMIDE MEA 



PROTAMIDE LME 



LAURAMIDE MEA 



Amphoterics 



PROJAMEEN TRADE NAME 

PROTERICJS 

PROTERICCAB-LC 
PROTERICCDX-38 

PROTERICCEM-38 

PROTERIC CDL 

PROTERIG 1095 
PROTACHEM ES-1 



inci/ctfa chemical name 

cocamidopropyl 
hydroxysultaine 
cocamidopropyl betaine 
disodium cocoamphodiacetate 
disodium 

cocoamphodipropiONAte 

DISODIUM COCOAMPHODIACETE 
(AND) SODIUM LAURAL SULFATE 
(AND) SODIUM LAURETH SULFATE 
LAUROAMPHOGLYCINATE AND 
iSOOIUM; TRIDECETH SULFATE 
SODIUM LAURETH SULFATE 



Polyethylene Glycol Esters 



PROTAMEEN TRADE NAME 

PROTAMATE 200-OG 
PROTAMATE 200rDPS 
PROTAMATE 300-DPS 
PROTAMATE 400-DPS 
PROTAMATE 600-DPS 
PROTAMATE 1 540-DPS 
PROTAMATE 2000-DPS 
PROTAMATE 4400-DPS 
PROTAMATE 2O0tML 
PROTAMATE 400-ML 
PROTAMATE BOOtML 
PROTAMATE 400-DO 



INCI/CTFA CHEMICAL NAME 

PEC4 0LEATE 
PEG-4 STEARATE 
PEG-6 STEARATE 
PEG-8 STEARATE 
PEG-1 2 STEARATE 
PEG^40 STEARATE 
PEGUp STEARATE 
PEG-1 00, STEARATE 
PEG4 laurate 

PEG-8 LAURATE 
PEG-15LAURATE 
PEG-8 DIOLEATE 



PROTAMATE 200-DS 
PROTAMATE 400-DS 
PROTAMATE 600-DS 
PROTAMATE 6000-DS 
PROTAMATE 200-DL 
PROTAMATE 400-DL 



PEG-4 DISTEARATE 
PEG-8 DISTEARATE 
PEG-12 DISTEARATE 
PEG-1 50 DISTEARATE 
PEG-8 DILAURATE 
PEG-8 DILAURATE 



Polyoxyethylene Caster Oil Derivatives 



PROTAMEEN TRADE NAME 

PROTACHEM CA-9 
PROTACHEM CA-30 
PROTACHEM CA-40 
PROTACHEM CA-60 
PROTACHEM CA-200 

PROTACHEM CAH-16 
PROlVVCHEM CAH-25 
PROTACHEM CAH-40 
PROTACHEM CAH-50 
PROTACHEM CAH-60 



INCl/CTFA CHEMICAL NAME 

PEG-9 GASTjOR OIL 

PEG-30 -CASTOR iJlL 

PEG^O CASTOR OIL 

PEG-60 CASTOR OIL 

PEG-200 CASTOR OIL 

PEG-16 HYDROGENATED CASTOR 

OIL 

PEG-25 HYDROGENATED CASTOR 
OIL 

PEG-40HYDROGENATED CASTOR 
OIL 

PEGrSO HYDROGENATED CASTOR 
OIL 

PEG-60 HYDROGENATED CASTOR 
OIL 



Quaternary Compounds 



PROTAMEEN TRADE NAME 

PROTAQUATCT-29 

PROTAQUATASP 

PROTAQUAT 868-P 
PROTAOUAT 2HT-75 



INCl/CTFA CHEMICAL NAME 

CETRIMONIUM CHLORIDE 

CETEARYL ALCOHOL AND PEG40 
HYDROGENATED CASTOR OIL AND 
Sf^RALKONIUM CHLORIDE 

DICETYLDIMO N !MM CHLORIDE 
DISTEARYLDIMONIUM CHLORIDE 



Ethoxylated Aliphatic Amines 



PROTAMEEN TRADE NAME 

PROTOXC-2 
PROTOX C-5 
PROTOX Cr15; 
PROTOXO-10 

PROTOX S-2 
PROTOX T-2 
PROTOX T-15 



INCl/CTFA CHEMICAL NAME 

PEG-2 COCAMINE 
PEG-5 COCaMiNE 
PEG-1 5 COCAMINE 
PEG-10 OLEAMINE 

PEG-2 SOYAMINE 

PEGf2 HYbROGENATED TALLOWAMINE: 
PEG-1 5 HYDROGENATED 
TALLOWAMINE 



Alkyl Phenol Ethoxylates 



PROTAMEEN TRADE NAME 



INCl/CTFA CHEMICAL NAME 



PROTACHEM NP-4 
PROTACHEM NP-9 
PROTACHEM OP-9 
PROTACHEM OP-13 



NQNOXYNOL-4 
NONOXYNOL-9 
OCTOXYNOL-9 
OCTOXYNOL 13 



Methyl Taurate Esters 



PROTAMEEN TRADE NAME 

PROTAPONT-33 

PROTAPON 24^A J2^AGTJVE] 

protapon 30-a |30%AenvEj ; 

PROTAPON AC-86 



INCI/CTFA CHEMICAL NAME 

SODIUM METHYL OLEOYL 
TAURATE 

SODIUM METHYL COCOYL 
TAURATE 

SODIUM METHYL COCOYL 
TAURATE 

SODIUM COCOYL ISETHIONATE 



Fatty Esters arid Glyceryl Esters 



PROTAMEEN TRADE NAME 



INCI/CTFA CHEMICAL NAME 



PROTACHEM GMS-450 
PROTACHEM HMS; 


GLYCERYL STEARATE 
GLYCERYL STEARATE 


PROTACHEM GMS-D 


GLYCERYL STEARATE SE 


PROTACHEM GMS-T 


GLYCERYL STEARATE SE 


PROTACHEM GMS-AS 


GLYCERYL STEARATE AND SODIUM 
LAURYL SULFATE 


PROTACHEM GMS-165 


GLYCERYL STEARATE AND PEG 100- 
STEARATE 


PROTACHEM 0-5509 


POLYGLYCERYL-9 STEARATE 


PROTACHEM G-5566 


POLYGLYCERYL-3 STEARATE 


PROTACHEM MLD 


GLYCERYL LAURATE 
GLYCERYL DILAURATE 


PROTACHEM GDL 


PROTACHEM EGMS 


;GLYCOL STEARATE 


PROTACHEM EGDS 


GLYCOL DISTEARATE 


PROTACHEM DGS 


DIGLYCOL STEARATE 


PROTACHEM 100 




PRdTACHEM GC-7 


PEG-7 GLYCERYL COCO ATE 


PROTACHEM 75 


PEG 3350 


PROTACHEM 400 


PEG 400 


PROTACHEM GC30 


PEG-30 GLYCERYL COCOATE 


PROTACHEM AWS-100 


PPG-5- CETETH-20 


PROTACHEM PGMS 


PROPYLENE GLYCOL STEARATE 


PROTACHEM SAS 


GLYCOL STEARATE AND STEARAMIDE 

•AMD 



Lanolin and Lanolin Products 



Pfotameeh Chemicals lanolin products aire manufactured lanolin sourced 
from NON-BSE countries insuring safety and high quality. 



PROTAMEEN TRADE NAME 

PROTALAN ANHYDROUS 
PROTALAN M-1 6 

PROTALAN M-26 [CONCENTRATED] 
PROTALAN L-75 

PROTALAN L75/50 [50% ACTIVE] 
PROTALAN 98 

PROTALAN AC 

PROTALAN MOD 
PROTALAN OIL 
PROTALAN H 
PROTANAL AWS 
PROTALAN WAX, 



INCI/CTFA CHEMICAL NAME 

LANOLIN 

MINERAL OIL AND LANOLIN ALCOHOL 

PEG-75 LANOLIN 
PEG-75 LANOLIN 
POLYSORBATE 80 AND CETYL 
ACETATE AND ACETYLAT ED LANOLIN 
ALCOHOL 

CETYL ACETATE AND ACETYLATED 
LANOLIN ALCOHOL 
ACETYLATED LANOLIN 
.LANOLIN OIL 

HYDROXYLATED LANOLIN 
PPG-12-PEG-50 LANOLIN 
LANOLIN WAX 



METHYL PARABEN 
PROPY PARABEN 
BUTYL PARABEN 
ETHYL PARABEN 
POTASSIUM SORBATE 
SORBIC ACID 
PROTACIDEU-13 
PROTACIDE DMDMH 
PROTACIDE NA3 EDTA 
PROTACHEM NA2-P 



PRESERVATIVES 

METHYL PARABEN 
PROPY PARABEN 
BUTYL PARABEN 
ETHYL PARABEN 
POTASSIUMSORBATE 
SORBIC ACID 
IMIDAZOLIDINYL UREA 
DMDMH HYDANTOlN: 
f RISODIUM EDTA 
DISODIUM EDTA 

TRICLOSAN 



Natural oils & Butters 



NATURAL OILS & BUTTERS 



COCOA BUTTER (DEODORIZED); COCOA BUTTER 
COCOA BUTTER (PPP) 
COCONUT OIL 
SESAME OIL - USP 
APRICOT KERNEL OIL 
AVOCADO OIL 
SHEA BUTTER 



COCOA BUTTER 
COCONUT OIL 
SESAME OIL 
APRICOT KERNEL OIL 

AVQCADO'OjL. 
SHEA BUTTER 



Fatty Alcohols 



FATTY ALCOHOLS 



CETYL ALCOHOL -NF 
STEARYL ALCOHOL - NF 

PROTACHEM CS-50 



CETYL ALCOHOL 
STEARYL ALCOHOL 

CETEARLY ALCOHOL 



STEARIC ACID -USP 
LAURICACID 

MYRISTICACID 
PALMITIC ACID 



Fatty Acids 

FATTY ACIDS 

STEARIC ACID 
LAURIC ACID 
MYRISTICACID 
PALMITIC ACID 

Humectants 



PROTACHEM GL-7 
PROTACHEM GL-26 
GLYCERINE 96.5% USP 
GLYCERINE 99.5% 



HUMECTANTS 



GLYCERETH-7 
GLYCERETH-26 
GLYCERINE 
GLYCERINE 



PROTACHEM - PEG & SPECIALTY ESTERS 



OTHER CHEMICAL SPECIALTIES: 

PROTAPHENONE 1,2,3 & 4 BENZOPHENONE 1,2,3,&4 

VITAMIN C ASCORBIC ACID 

PROTDERM HA ALPHA/BETA HYDROXY ACID BLENDS 

DL-PANTHENOL PANTHENOL 
PROTACHEM 100 CG HYDROLYZED COLLAGEN 

VITAMIN E ACETATE- USP TOCOPHERYL ACETATE 

PROTACHEM SHAMPOO CO^CENTRATE-SEE .SPEClFICATldNS 

PROTACHEM SDM, STEARAMIDOPROPYL DIMETHYLAM.NE 



PROTAMIDE DIPA 



DIISOPROPYLADIPATE 



|l PROTACHEM 1PL. l| |f ISOPROPYL LANOLATE j| 

PROTAQUAT 70 QUATERNIUM-TO / PROPYLENE GLYCOL 
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Hard fats 

Hard fats are used as exctpients in soft gelatine capsules, suppositories and as bases in 
creams and ointments. The EurPh hard fats are normally based on launc oils such as 
coconut and palm kernel oils that have low iodine values (low degree of unsaturatlori). In 
contrast USP-NF hard fats can be derrved from long ^ 
/hydrogenated oils such as soybean, cottonseed, palm or canola 6\lk 

[In bom cases ojoc^ c 
essentia!. 

Product range 

• Akosoft 36 (BP) - excipient for gelatine capsules and for dermal preparations 

• AkosoJ 405 {USP-NF ) - excipient for gelatine capsules 

• Akofine S (EP, USP^F) - high melting excipient 



Contacts 
Product list 
Hard fats 

Wigh ^bHlybis 



AartiusKarlshamh AB (publ ); Telefbn Fax E-p6St 

Skeppsgatan 19. 211 teivialmd 0454 820 00 045482888 infp@aak.cbm 
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cosmetics market Is now worth $3.9 billion am by 
20<& is e^ted.t&^ow by-9%;.ascomp3red with 
st 1% for me conventional , osmete and person 
ai care- market , — / *■ 
Natural origins, qua tiiy.-iracesbitify; ethical' 
; : manufacture are.high on the list of the 

|^a>rnanc& of the consume; market As a supplier • 
• of value-added ingredienis, it is thWoW.of the 
utmost importance that we can produce safe, high- ] 




'speeding producer of shea butter;^ 
make sure .we can control the entire. process, 

m raw materiel to the. finat product. WeVe sta- • ; 

fconed Our Svri teanr: of stall I West Africa, where ' ! 
:-the shea/irees.grpw wild, so we can' guarantee -that 

" v marer^s are ofthe ve . -j 

JN, we've recent- . j 





ormulate safe, 



.. ; Than'ks.to our i . 
UpkJ'Expertcaa easily r 
:safe cosmetic and pr 

lealth ucnceirc anrt' me Uhk ^thfoob ere . : : ' : 



'Otiucis that will 



; trend. Natural nutritious edible oils 



• of the brain, and softens ceU membranes. 
,„'. skin' care formulations, Gmega-3 is also ue 

**iA , : ... 



;oraay„haianumberofhf 
theriskofca ? dioyascu»ar. 
' Circulation of the blood, /pYe 




uiates the ; ; 



^M' r ^W Ses F &n r interesting 3 jis with n<gh levelsof 

; .Offfga-3 and ;Oraega-fe Evening 
'• gerrnjrapeseedand.^ 



tion.a few. 

• v > occurring naturally in 'oils that are good for the skin. 
. Both of these are contained in Akorex L, another 

, . . <-hetp inspire, new ideasfe yoi^ jj^oct 3ev$qp-? " ; 

. hesitate tfrj^in touch with AAK'sUpid Experts, 

• or.enrotnnwOi^%Vv 
~ Fats Academy,; the Ur>ifi a 
Exists? CPwrtWinihg :; , 
- v school- see^g^a^yisrt 

; 'www.aak.com. i, " 




The trend towards natural, vegetable-based ingredients has been gaining momentum 
within the cosmetics industry for several years. AAK Lipids for Care is continuously 
adapting to better serve existing requirements and positioning for future growth. 
According^, AAK Li pids for Care has ret^ntty increased i^ investment to include 
direct safes, service ami support for the US;^^^ personal care industry. 



Develop your products with us , 

AAK LipkJs for .Care has the;broades^rahi@e: 
of products based on Shea butter in the- 
industryV and fe 

to offer functional, vatueradded vegetable 
oil solutions to customers in the cosmet- 
ics.industry all oyer the world. Extensive 
research and development resources, along 
with state-oRhe-art technology for the study 
of the chemical and physical properties of 
vegetable oils, form the basis for ; ttle devel- 
opment of hew co^n^'ir^e^en^;, ; 

*The;cbOTetics h^ 
and relies on dedicated, qualified suppli- 
ers who can deliver the technology that will 
drive tomorrow's products," saysMr, John 
O'keefe, head of the hew Upids for ^retlS 
group. 

We serve the world 

The new Lipids, for Care US group is based 
in AAK US's existing factory at Port Newark, 
NJ. Alongside John O'Keefe, who has both 
16 years of sales and marketing experience 
and a business and technical degree,.Ms. 



Services. Mr, Jay Wells,; Technical Sates 
Representative, brings a degree in Chemi- 
cal Pjology and experience .d^^^osme^ 
icsindust^tb^-t^ 

Together; they aim to deliver me full capa- 
bilities of me global lipids for Care Organiza- 
tion directly to the US market. 

in addition tq.the US, AAK has production 
facilities in northern and western Europe, 
Mexico and Uruguay plus sates offices and 
a netv^rk of distributors in all me ^ 
rrwrkeferof Europe, North America, Latin 
America and Asia. This rnear^;tr«t^K 
jUj^sfidr^misih 
jserv^-cus^meTS attc^ 

Grow your business with us 

AAK Lipids fbtCare's ambition is to intro- 
duce natural speciality lipids with new func- 
tionalities to aid customers in their product 
development; programmes. A Tew examples 
of the current product range are presented 
in this magazine. 

Your trusted partner AAK Lipids for;. 
Care can help you meet 
demands and ; ^your b : 




K Oils & fats Aeadimy : 

tie lipid expert training schtat 



I: , 




Pitt ttis Shea shine' - 
■Jo pur sliarnpods ' 

Upex* Shea Surfactants 

Shea butter is great in skin care out is diffi- 
cult to formulate into shampoos and stmver 
products. No longer - with the launch of the 
lipex* Shea Betaine and Lipex^ Shea Q, the ' 
fornicator can now pi.it shea butter into any 
type of shampoo, shower get or conditioner! 



Ill: 



Frorn^ 

PolamJandTiflany Casket from ^ft^e, irlsnd; ! ^W^WP^ 



"We martet ourselves as lif>idT experts, one 
way of shwii^ this is to ojrpnise seminars 
for our customers," sa^1?fti Leissnen 
marketing manager of Upids for Care. 

Thexustomers ^re queuB^ up to come to Karis- 
hamn,: The second of last year's Academy semi- 
nars was held in October, attracting participants 
f ram many of 'Europe's leadf^;cpsme^s:i^nu- 
facturers. No less than ten ; different companies 
were represented. What is it, then, that makes 
te.seminarsiso; popular? 

^sidesa^'CfeK prp^rammeijam-packe^ 
witfctntera feet that the semi- 

nar is the ideatbpf^rtuni^ to otKer people 
1h|hejind^ andexperh 
encein a relaxed atmosphere is cfieofthejrea- 
sons v^iy so many people want to attend One 
thing that alt the companies share in:comrnoh is 
a keen interest in the natural oils that AAK Upids 
for Care, can offer. 



Oont miss the opportiin% of ^uafcing 
from the Oils & Tats Academy! 

doming seminars in Natural Vegetable Function- 
al lipids for Cosmetic Formulations thss year are 



Modern shampoos and shower gets are usu- 
ally formulated using a cc^&nafcon of an 
anionic surfactant, such as SLES. and an 
amphoteric surfactant to reduce irritancy 
and improve viscosity and foaming. Combine 
1 part Lipex* Shea Betaine with 3-6 parts of 
SLES, adjust the viscosity with a pinch ot salt 
and you have a shea butter based shampoo. 
Adding a small amount of a non lor\\c stir- 
ant easily makes a dear product This 
; mild, weU-foaming sham . 

i combing 




Sol 



Lipex® Shea Q. Combine \ 
■ surfactant with your favourite 
I alcohol and fragrance and your new 
conditioner will improve hair gloss, reduce 
s^tics and make bom wet and dry hair more 
manageable. Additional improvements can 
easily be made by adding a small proper- 



3K 



Formulation guide 



Examples of topics: 
II Lipid chemistry 

M .Raw materials lor n^^osrnetfes tion of some liquid es a « oil whi h e i l> 

R Crystallisation and physical properties . emulsified in the system; 

of lipids 
p &pjd~based:e^ 
■ ConM.^ 

In skin care 
m ^ea Butter asa^ 

viable waxes and surfactants 

Application form and programme at 
www.aak.com 




able from your AAK Lipids for Care contact. 



.MeetfJAAK Lipids for Care^around the world 



■ PCf A Asia. Guangzhou. Chma, ■ SGC Suppliers Day, Los Angeles, 2-3 October 
134S 'March.- I,' ■ ' . , " 

■ Oils ft/fiats Academy m Kartshamn, Sweden, 
H in-Cosmetics, PansV 17-19 April < ' ' 29-30 May and 2-3 October. 

■ FCE, Sao Paulo, Brasil, 15-17 May -m$CS Formulate, Telford, UK, " 



m SCC Suppliers Day, New Jersey, 
USA : 1546 May V 



27-218 November 




latutat Lipids in skisi care - 



Natural oils are interesting ingredients for cosmetic formulations, not only as emollients 
but also as sources of skin nutrients such as essential fatty acids, tocopherols (Vitamin E) 
and phytosterols. Let us -guide you into the world of natural vegetable oils that also bring 
functionality to your emollient blend! 



Omega -6 and Omega-3: 
whafs the difference? 

There's a lot of talk nowadaysabout Omegas 
andOmega-6 fatty a^^^^Mn^^fon-tj^: 
well-being of modern people, Even if tr&jsctjsr 
sion is mainly about diet, an inaeased aware- 
ness of these fatty actds is; afep ; evident in the 
cosmetics industry. 

'Omega-3 and Omega-6 fatty acids are two 
groups of so called essential fatty acids - fatty 
acids that cannot be synthesized in our bodies, 
so we need to get them from our fedd or apply 
them onto our skia The difference lies in the 
actual molecular structure of the fatty acids, and 
in each series there are a number of dfffierent 
fatty/acids with a varying number of carbons and 
double bonds. 

From aikin care viewpoint Omega-SMy 
acids, are the most important ones to consider, it 
has been known for a long time that a deficiency 
in linoteic acid can lead to dry skin and atopic 
conditions. Unoleic acid, with its two double 
bonds, is an important precursor of ceramtdes, 
which are important for the moisturisation and 
barrier function of the skin. A good source of 
lihoieic acid is Grapeseed oil, with around 




60:80%.Omega-6 acids; You can also find uses 
for Wheajgerm oil that not only brings 50^60% 
0mega-6but is al^agpocbou^ 
•andphytosterbis; 

Another useful fattyacid irtthe Omega-S: 
series -gamma^linolenic acid - is also'good 
at preventing dry skin, since il is a precursor 
ofahti-Jnflamr^ 

reduce the effects of inflammatory skin disor- 
ders. Gamma-tinolenicacidis present in oils 
such as. Evening Primrose {about 10%) and 
Borage oil (about 20%), 

Omega-3 fatty acids are also metabolised to 
anti-inflammatory prostaglandins and are there- 
fore important for controlling skin moisturisa^on 
and health A proper balance i^^jbme^^ 
and Omega-3 is Important and in many cul&resv 
extra supptementato of Omega-3 is necessary - 
Camelina^oil (Gold^of-Pleasure oil) is a good 
source for both bmega-6 and Omega-3 in one; 
oil: here you find 30^0% Omega-3 and around 
20% Omega-6, 

All polyunsaturated fatty acids are sensitive to 
oxidation, so you need an effective antioxidant 
in your formulation to protect them, Nature pro- 
vides us with a very effective group of antioxi- 
dants in Vitamin E. the tocopherols. 

Stability and skin h^Urtg with Vitamin E 
Senous;damag£ to ^ DNA 
;canrccurif^ 

oxidants in the skin. Free radicals and reactive 
oxygen species wilt form uhder. dielriftuence of 
oxygen and UV radiation, causing inflammatory 
reactions and otherdi^upions. Free radicals 
are linked with decreased ceil viability, contrib- 
uting significantly to the skin ageing process. 

Tocopherols.are natural tipophitic antioxidants 
that stabilise biological membranes, which.often 
contain polyunsaturated fatty acids. Alpha-tocor 
pherolls considered to be the most effective 
isomer in protecting against oxidative damage 
and increasing skin moisturisation. The anti- 
inflammatory action of y-tocdpherot has been 
demonstrated in dietary studies; The combina- 
tion of a- and 7rtocopherol found in many seed 
oils is interesting for the/duat v acWty these oils' 
can have when used as emollients in skin care. 

The best sources for natural tocopherols are 
oils such as Wheatgerm (over 2000 ppm), Soy- 
bean (900 ppm) and Canola oil (700 ppm). 





Phytosterols - membrane stabilisers and 
inflammation reducers 

A third interesting group of lipids is the phyto- 
sterols. These compounds are important hor- 
mone and vitamin precursors but also have a 
physicochemical influence on the stability and 
barrier properties of membranes. 

Phytosterols are found in vegetable oils in 
concentrations ranging from ,0.1% to 1% with 
oils such as Canola and • Wheatgerm ;oil being 
frequently used in cosmetics, f riterpene alco- 
hols are unique] phytosterols that can. be found 
in high concentratipns in shea butter, the' fat 
extracted from the kernels of the shea,tree 
(Butyrospermum parkii)., 

Phytosterols derived from canola oil are anti- 
inflammatory and have healing effects on dam- 
aged skin, especially if combined with tocophe^ 
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Formulating skin care 
products with Naturai Oits 

there are a few gurcteiines that cair help the 
formuiatpr to select the most suitable Vegeta- 
ble oils for an application. For example, a suit- 
able tevelof Omega-rSIs around !%-2% : of the 
formulation, corresponding to about 2%~5% of 
natural oils. Higher levels make the formulation 
more sensitive to oxidation and normally bring 
little extra benefit in terms of skin moisturisafion- 
The oil should be carefully processed and have 
a low peroxide value. For highly polyunsatu- 
rated.qits, suitable antioxidants.sHoutd be added 
directly after deodprisatioa Use a combination 
of the polyunsaturated oils witrva good emollient 
base comprise eimer%tly saturate esters or 
monounsa&r^^lpiis such as Akqrex L,.a ftigfc 
stebiU$blli^ 

also brings elevated tocopherol aridphytosterpls 
levels to^fcTmulatidh^ 



The next development: nutricosmetics? 

One of today's trends is to make up nutritional 
deficiencies with dietary supplements, and 
products claiming skin health benefits are also 
beginning to appear on the market A daily 
intake of Omega-6 and bmega-3 fatty acids- 
assures a healthy skin, and many natural oils 
from AAK^are usedas ^jh^edientsfordletary 
supplements, Fo/muiated lipid systems $re,als6. 
available for developing detivery^systems fpr 
both lipophilic and hydrophilic afefiwkV 



Ik your Lipid Experts at XAK' help you into a 
future where tlie outside meets the in^ideter 
optimal skin health! 



rots, it has been shown that canola oil enriched 
with phytosterots and tocopherols can reduce 
trans-epidermal water toss and erythema in. 
damaged skin. Phytosterols also have a structur- 
al role in the skin barrier, ^ strengthening the lipid 
barrier and improving dry skin conditions. 

Natural sources of lipid nutrients 

All these classes of skin nutrients, in different 
proportions, .occur in vegetable oils, table 1 lists 
some of the mostcomnlonly used cdsrnetic.oils 
and their typical compositions. Most of these 
oils are usually refined and deodorised in order 
to make' good cosmetic ingredients with tow col- 
our and odour. AAK has extensive experience, 
of manufacturing cosmetic oils and can deliver 
compositions that are tailor-made for skin care, 
cosmetic and personal care applications. 
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Soft Sensations 
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The,Upex» sensory improvefs represent a 
group of carefully purified and designed 
semi-solid vegetable emollients. Soft texture 
and stable consistency are given by quick 
ci^lUsattori and tailored melting profiles. 

The selection of emoiOents is one of the most 
criticalsteps when formulating new skin care 
emulsions. The sensory properties of me; formu- 
lation are strongly influenced by the physico- 
chemical properties of the emollients, in terms 
of viscosity, polarity and crystallinity. An opti- 
mised oil phase may improve easeof spreading; 
and the sensation of lubricity and emolUency 
during apr^ic3tion,:and may also improve skin 
smo^hrtess^^ and car, 

ing aspects. 

When formulating with semi-solid or solid 
vegetable fate'^ 

behaviour of the materials used must be taken 
into account. Alt Upex* semi-soiid emolUents are 
optimised to give rapid solidification and stabili- 
sation into the desired stable crystal form. The 
formation ofsmall crystals during solidification 
results in improved texturisirig and gives good 
spreading properties. This makes the formula- 
tions easy to handle during production,. offering 
stable products without risking problems with 
bloom formation and oil migration; 

Natural soft products 

A special range of semisolid emollients with 
a high impact on the sensory properties of the; 



formulation is made up of 
"soft" products^ in which 
a soft room temperature 
texture is combined with 
a high melting point and 
significant solids con- 
tents at body tempera- 
ture. These products are: 
derived from carefully 
-selected raw .materials, 
such as cocoa butter^ 
^sh^ibutter, palm oil or 
coconut oU, andoffer a 
wlde'range of properties 
:and,co^ievels;for:the 
formulated 



Non-oily skin feel 

Upex« Cocoasoft and 
Lipex* Sheasoft are 
both characterised by a 
relatively stable solid fet 
content within a broad 
temperature range.CFigure 1). The rr&ltihg prrjfe 
files are tailored to offer good softenin^nda 
noh-oityskin feel during and aWrapp^tion as; 
welt as gqpdmerrral ^ 
shp^Jftemo^ 

feel Upex* Sheasbft utilises the combined effect 
of the; melting r^ile; a nd Shea unsa^nifiabtes .« 
to create a film-forming lipid barrier resulting in 

8< 



Hgure 1 ; ;< 



" Melting profiles of Lipex* Sheasoft 

" ' ^<\V>a^^^2'66coasctft 
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Cost effective alternative 

Akosoft 36 and Upex» Geneva are two vegetable 
semisolid products; characterised by a relatively 
high solid fats content at inborn teinperatui^ 
but meldng more quickly at skin temperatures ; 
(Figure 2). This meting profile.i^te.i{n^;j^pir 
rally, richer skin feet owing to .tneS^h^ co^tert 
of the liquid phase formed on the skin surfaces 



. -MelbngoroflesafWGenova 
and Akosoft 36 - 

" ■ : ™ , , 




during application. Akiasof£;3Sis a pharma- 
copeia -grade, fully-saturated vegetabieJemblUent 
with a quick melting at skin temperatures; with- 
out leaving a typically greasy after-feeL Lipex* 
Geneva is a cost effective alternative based; 
on palm oil for basic skin care emuisloraand 
emuteifiedbody butters. 

Long-lasting after-feel 

Finally, Upex* L'sehs is characterised fay a low 
solid fat content and a r^te-Uke^nsistency 
room bmperafure.vmetting quickly, on the- skin. 
To Improve ^trh^drrning^ its parity is rifghdr 
than the.qther products m trferan^, and^it has 
a nice,: long-lasting velvety after-feet and good 
moisturising capacity (Figure 3). 



Fibres, 

- Moisturising effect of Upcx* L'sens 





V.. . . 



'WW?* J?' ' r J* >i V 
; ^ ^ i , . 



.this selection of serni-splid emollients^ from the 
Upex> range illustrates the many options open 
the.fbrmulator ehablinjg him to choose ^ ingredi- 
ents that will have a high impact on the sensory 
properties of trie . formulation; 
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Coal ways ta perfect body butlers 



Vegetable fats offer a variety of ways of controlling the sensoiy properties of cosmetic prod- 
ucts, although, occasionally, one encounters difficulties that lead to stability problems and 
variations in consistency. However, if you're familiar with how the combined ingredients 
interact and how they respond to temperature changes, it's fairly straightforward to obtain a 
perfect product One of the secrets Ues in knowing your cooUhg profile. 



Fine-tune consistency 

The most Important parameter fa the consist- 
ency of the endproduct is the solid fat content, 
or SFG. Jhe.higherthe SFC, 'J^'fU^^^tW. 
uct,ancj.^ 

well, the praiuct should contain 5 10% solids at 
the highest stora^^0erature.r 

To obtain a body butter with the desired 
solids content at different temperatures; a mix- 
turVof w^abte fats arid nighrm^ng fate or 
waxes can beused. To fine-tune the hardness; 
liquid shea emollients, such as Upext 205 or 
Lipetft Shea WL, can also be included in the for- 
mulatioa 

Besides adjustment of the solid:fet content; 
the method of processing can also be used ^) 
modify the finalconsistency of a product For a 
.given scids content, ^ 
by the cooling regime. Rapki; cooling during 
processing gives firmer prd^ucts^ While 
cooling produces softer results. Therefore, the 
rate of cooling during the. manufacturing process : 
can help you ensure, thatyc^r bor^. butter will 
be of the desired consistency! 




product is to be packed: Three temperatures 
should be taken into account: the filling temr 
•perature, the temperature in the codling cabinet 
or cooling tunnel, arid the final temperature of 
the product after cooOng. The fitting t^per^ture; 
should be 5-lG°C higrier 
of the fprmulaflon, while the cooling tempera^ 
ture; for mc^typ^ottody bu^^shou&be 
around 1044 o C A suitable final ^uct tern- 
pa'atureiVor shearbased formulations is 
26-24^(R^re2j. 



, , . Hardness - Upex* Shea 

mr^m?M. 




Ingredients or processing - where to start? 

In cosmetic formulations, the choice of ingre- 
dients and r^ccessing cpnditiorts are often 
intimately linked; to achieve the; desired consiste- 
ncy in a Upid-based product these t^. param- 
eters must be matched: 

Vegetable fats are ^^or'phic ; ? r e. they can 
assume different crystal forms, the most com- 
mon stable forms of which are the G'and Q 
forms. When mixing different vegetable fats and; 
or waxes, it is often an advantage to ensure that 
the components exhibit the same stable poly- 
morph. A system whose components are mutu- 
ally compatible will show no change in appear- 
ance or consistency over time. 

Owing to its excellent functionality, Shea but- 
ter is often used in skin care products but has a 
complex crystaliisatipn pattern and hbedi opti- 
mised processing randitjons. Lipex* Shea, an 
irnproyed shea butter, & an oplJmised ingredient 
for t^y butters. Thanks to ils simplified crystal: 
li^tion;behaviour t it can be incorporated, jn high 
amounts without problems and gives the prod- 
uct all the benefits of shea. 



lt 13 l& l > 16 
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The pencnoniev;? harttes for Use** ShC3 35 o fun- ; - 
ction of octn cooling temperature and product feiv 
perature is shown. For cooSngtemperaiures between 
10°C and 14'C, and product temperatures above - 



r figured - ■ 

' Cooling profile - 




k rature) and the^crysta ligation ^ntytrkrourin a - v . 

Cooling processes 

- not only a matter of temperature 

The cooUng process can easily be optimised by 
applying a controlled cooling profile (Figure 1) 
to the formulation in the container in which the: 



jftom laboratory to manufacture 

ff<m-a;(?o^ftifaiffi, j^spefctive; saw^can> 
be made by a fast transitipn from lab to produce 
Con 8y adopting the above recommendations, 
it ^ilbeeasy to move on to full-scale mahufac-, 
ture By controlling cooling conditions during 
manufacture and ensunhg that the temperature, 
of the fat blend is.correct at all times'; your body 
butter will remain stable and be of the desired 
consistency; 
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AAK team that secures the shea butter 



AAK has succeeded in setting itself up as 
the biggest player in the West African shea 
trade. We now work put of five offices and 
sites in several different countries. Our 
staff, Ute the fruit of the shea tree, is 
hand-picked, 

A highly interesting operation 

The speciality fats produced from shea;are 
increasingly sought after by global chocolate 
and cosmetics manufacturers. Our presence in 
the region where shea is growing enables us to 
control the flows of raw material in both quality 
and quantity. For AAK's six Scandinavians out 
in the field, 2007 is getting off to a flying start, 
since members of .the AAK's board will be visit- 
ing the region to see with their own eyes what 
they've accomplished so far.- 

In control 

Par f orstensspn, from Sweden was one of AAK's 
pioneers,on the African continent He began 
working in8enin t .whemhewascpmm^ 
to sirengmervcooperation with various local 
players with a view to learning more about the 
shea trade. As a result, we now operate together 
with our main supplier a site comprising of offic- 
es, a warehouse, workshops arid a fleet of trucks 
in the >tcwn of Parakbu. 

The operation in Africa is growing steadily, 
and af ter three years in, Benin Par has now set- . 
tied in Tamaie, iricentrai -^m^«vi^hp;gjns 
a similar site to the one in ^riin'to^er with, a 
■ purchasing company we have Cooperated with 
ever since we; started to be active in Africa.. 

'Travel along the tiny, twisty earth roads 
leading to the villages is often hard 
going and pretty much of an adventure. 
But the hospitality .-and welcome you 
receive from the people once yoti arrive 
compensate for ail me difficulties." says 
Par Torstensson, who in this interview 
speaks for the six AAK Scandinavians 
now living in West Africa. 

Works out in the field 

Although national frontiers in Africa often cut 
right through tribal-boundaries and have Caused 
conflicts in many places, AAK has managed in 
maintaining stable bases from which we can 
control both the availability and quality of the 
valuable shea kernels. 




*We have control of the supply chain and have 
good contacts with the local people/ explains, 
ParTorstensson. 

In Burkina Faso, another Scandinavian, work- 
ing art of his office in the town of Bobp-Diou- 
tassd^keeps in tech w% 
Denmark and Sweden ^^RVa^kAttniMvM^ : " 
are also managed from here: 

. AAK has since rrany years been sending out 
ah expedition; starting from the Ivory fioast, io 
travel round the region and collect data for bur 
"Early Warning System". By studying how and 
when the shea trees bloom, counting the fruit 
and comparing the data wm previous years, we 
can form an impression of what the coming shea 
season looks like. 



Shea - hard currency for African women 

it's important for us to keep in touch and coop* 
erate with the local authorities, and in particular 
with the women who harvest the shea ker- 
nels. Here we're participating in a UN project 
designed, to provide village women with simple 
machines to drive pumps; mills, etc; These help, 
facilitate everyday chore^ and/in additi^ 
the women more time'td ga 
kernels, an arrangement which provides.them 
with an income and, in the long term; helps; 
improve their standard of living. 




AAK's West African business is managed from five. different 



"Since poverty is still: widespread in these coun- 
tries and bureaucracy is part of the everyday 
scene, ifs highly gratifying to be able to hetp the 
local population - wherever: possible,; we? pay trie 
money rJrectly %them; The price ^turaliyvaf-" 
ies with supply and demand, but there is also a 
^ujiity^^^expj^fi©^ " V 

^Tlro pro^ction,m 
hlhg of the Supply chain, when ^ v^nen 
remove the fruit and the hatdjck&tsh^- are 
sfalt £^r ; ,cp#orn the processing methods of 
modern industry. As a result, since re can only 
accept the very best raw materials, a local pres- 
ence and control of the suppty are of the great- 
est importance," says Par, adding that many 
other players on the market are riot nearly as 
particular as AAK: 



the duties of- our SbruJ^ include: 
Supervising and wo^ 
b^ Africa^ 

control of the value chain "and constantly 
ihae^etotir netw<$>:, 

keeping in touch with our suppliers; 

■ Planning transport schedules enabling 
our trucks to collect the shea kernels at 
various pick-up points. 

■ Supervise reception, among btherthings 
by reweightng deliveries. 

■ Perform quality.anaiy;ses of. the- raw 
material at AAK's own laboratories 

■ Attend ih.person and ensure every- : 
thing proceedia^ 

ing/or.shfc^ 

plants in Aarhus;and ftarlsharnn. 
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Contacts Product list Hard fats Refined speciality oils Solubilisers & bfoavailabH^ enhancers High si 



HAftD FATS 

Hard fats are used as excipiente jn soft gelatine capsules; suppositories and as bases In creams and 
ointments. The EurPh hard fats are normally based on lauiic oils such as coconut and palm kernel 
oils that have low iodine values (low degree of unsaturating In contrast USP-NF hard fatis can be 
derived from long chain partially or completely hydrogenated oils such as soybean, cottonseed, 
palm or canola oils. 

In both cases good crystallisation properties, high purity and high oxidative stability are essento 
Product range 

AkospftrSjS (ER) - exdpient for gielatf he capsules; and for dermal preparations 
Akosol 405 (USP-NF) - excipient for gelatine ^sules 
Akbfine S^EP^ USP^NF} - high melti^excipleht': 



KartshamnsABCpubt) Phone Fa* ^<mail 

SE-374 82 Kartehamri +46:454 820 00 ^46 454 828 10 Snif^ DisclaM 



Printed from: ^ Pharmaceutical Pr^: Hectronic v$m^M$? 

Suppository Bases, Hard Fat 



1. Nonproprietary Names 

BP;Hard;fct 
PhEur: Acleps solidiis 
USPNF:Hanlfat 

2; Synonyms 

Adeps neutralis; Akdsoft; 4^^Cremao CS-34\ Cremao CS~36; hydrogenated vegetable glyccrides; Mass* 
estarinunr, M{^t^pl\'N(mUqY^to^^c jfoc&Mm •;S^i^ifeUWet0b&' f< WUepsoL 

3. Chemical Name and GAS Registry Number 

Hard fat triglyceride esters 

4. Empirical Formula and Molecular Weight 

Hard fat suppository bases consist 

acids (G 8 H 17 GOOH to G J 8 H 37 GOOH) along with varying proportions of mono- and diglycericfes. Special 

grades may con^ 

etnoxyiated partial fatty glycerides. 

5. Structural Formula 

f 

h~^. — o— * 

I : " 

H 1 O— ~R 

H 

where R - H or OGCGH^CH^; w - 7-17 
Not all Rs can be H at the same time. 

6. Functional Category 
Suppository base. 



7. Applications in Pharmaceutical Formulation or Technology 



The primary application of hard fat suppository bases, or semisynthetic 

rectal or vaginal administration of a y^ety of drugs, eite effect or to achieve systemic 

absorption. 

Sel&tionof asuj^si^ 

properties and intrinsic theimody^^ dxi^ s^sta& 

affect release and absprptiott ^d wluch 
insoluble solids, the oil : w^r ji^tipn 

should also be known, as well as the ratio of drug to base; Properties of the suppository base that may or may 
not be modified by the drug, or that can influence drug release, are the melting characteristics, chemical 
reactivity, and rheology. The presence of additi^^ performance. 

Melting characteristics 

Fat#^^ 

Wd&speraohm^ 

PQintbas^m^ 

supposi^^^ 

deposit as ciystals of diffeMt fonn or ihcreas^ size on cooling or on storage; ^ 

particularly those that melt to liquids of low viscosity; can be of value when large volumes of insoluble 

substances are to be incorporated; there is a risk of sedimentation in such instances. An imjk)ftant fector 

duitig-processi^ 

melting point and the solidification point; 1 ? 

Chemical reactivity 

AlthougM^ 
riskofihtmcticHV 

are also related to hydrophilic properties* which; in turri; can jnodify boA release and absoiption rate. Bases 
with low hydroxy! values tend to be less plastic than those with higher values ami; if ^cooled rapidly, may 
become excessively brittle. Peroxide values give a measure of the; resistance of the basejtd oxidation and are; 
a guide to the, onset of rancidity. 

Rheology 

Iheyis^ 

manufacture. It can also; influence^ reductiori m 

the particle size of insoluble solids is^the method of 

the presence of a high content of fine, suspended particles is likely to increase viscosity, It may also make 
pouring difficult, delay melting, and induce brittieness oh solidification. AMtives are/sometimes included to 
modify rheological properties and to maintain homogeneity, ; e.g; extent of their 

effect on drag release should first be assessed. Release from a base, in which viscosity l^;been enhanced by 
an added thickener may vary and be related to the iaqueous solubility of the dni^ itself. 



Additives 



Some grades?of commercial bases alre^ 
manufacturers by mdans of suitable letters andnum^ 

Properties of suppositories that have b^hmodii^ used 
are shown in Table L Water is;undesirabie as an additive because it enhances hydrolysis and the potential for 
a chemical reaction between cbnstito In low concentration, water plays little part in 

drug release and can serve as a medium for microbial growth. 

8. Description 

A white or almost white, practically odorie^ w^y, brittie mass. Wto a 
colorless or sligjitly yellowish liquid. 

9; Pharmacopeial Specifications 

See Table IL 

10. Typical Properties 

Acid value: see Table III. 



Color number: 



^forMi^ 

^Bt&ippdcire ^lu&ng^ sca^);( 
<5' for Suppocire L grades (Gardener scale); 
<3 for Witepsol (iodine color index). 

Density: 

0.955-^.975 g/cm? fw^^^^t^°G; 

/0;95^.980^cmf for f^psol&W^; 

Heat of melting (22-4#G): 

-145 J/g/°C for Massa estqrinumy 
100-130 J/g/°e for Suppocire; 
M45J/g/°Cfor Witepsol 



iijrdrdxylyalue: see Table UK 
iodine value: see Table III 



Melting point: see/Table III. 



Moisture conteat: 



<0.2% w/w for Mdssd esiarinum; 
<6.5% wAv for Suppocire; 
<0.2% w/w for Witepsol 

Peroxide value: 

<3 for Mass? tttarinum; 

&&mtepsol« 
Saponification value; ^e;Table":M 
Solidification point: see Table III. 

Solubility: fineely soluble m carbon teto and xylene; slightly soluble in: 

warm -ethM>l; pr^tfc^ 

Specific heat: 

1.7-2.5 J/g/°G for Suppocire; 
-16 J/g^C for Witepsol 

Bnsapohtfiable matter: wTabiellL 

11. Stability and Storage Conditions 

Hard fat snpposit^ ba^ 

measure of their i^sistoce to oxidatipn ^drracid^ 
hygroscopicity rarely occurs. 

Melting characteristics, hardness, anddmg^leaseprofa^^ 

more than 1.0°C after storage for feveral mc« of bases, elucia^tim 

mechanisms that induce these changes oh agings is difficult Ev^^ 

finite transition from amorphous to crystalline forms in which polymorphism may or may not contribute^ 
whereas other workers have found melting point changes to be closely associated with the conversion of 
tnglycendes to more stable polymorphic forms 4 Before melting point determinations are made- bases are 
'conditioned' tq a stable crys^line form, 

Suppository bases- should be stoiedprotected from light in an airtight container at a temperature^ least 5fC 
less than their stated melting point Refrigeration is usually recommended for molded suppositories, 



Suppositories that are not effectively packaged may develop a^l^m' bfpdwdery crystals at the surface. 
This is usually due to the presence of hjgh-melting-ppint components in the base and can often be overcome 
by using a different base. Alternatively, the base can be pr<^r|^tallized prior to pouring, since the crystals 
will cause a quick and con^ called 'temperihg/ 

12 . Incompatibilities 

Intbmpatibiliti&W^ 1% occurrence of 

a chemical reaction between a hard-fat suppository base and a drug is butai^p^ 
such a reaction may beindicated by ^ The risk of hydrolysis 

of aspirin, for example, may be reduced by the use of a base with a low hychoxyl value (<5) an^ 
additionally, by minimization of the water content of both die base and the aspirin. 

There is evidence that aminophylline reacts with the glycerid<es in some haid fat bases to form diamides.iOn 
aging, or exposure to elevated temperatures, deg?adation,&a^ 
to exhibits inark^^ M 

Goiain fat-soluble nie^tipns^s^ 

into a base. SimflaHy, when 1^ amounts of ^ ^ 

into; a 1^ with Concomitant 

effects pn release and absc^tion. CareM or the; inclusion of ^ 

necessary. 

13. Method of Manufacture 

Tte^pst;^mm 

o£paim kernel^ii, Mld^byf^ 
wthehhydix^ 

, and monogiycerides of the required characteristics and hydro^lvahie. TW^ is used for WitepsoL, 

to ah alternative proc is directly hydrpgenated and then su^ectc^ tc^iari 

interesterification either with itself or with glycerin to form a mucture of tri-, di^, and monogiycerides of the 
required characteristics and hydroxy! value, e.g Suppocire. 

14. Safety 

Suppository^ bases, are g^eraJly regarded asnontoxicand norumtari^ used^ifl rectal 

fonriulauc^ 

hydroxy! value^may be irritant tb the rectal mucpspL 7 

15. Handling Precautions 

Obseive noiroal precautions appropriate to di^ 
slight fire hazard on exposure to heat or flame; 



16. Regulatory Status 



Includedvin the FDA Inactive Ingredients Guide (rectal and v^irial pitpir^^ 
medicines licensed in the IJK.. 

17. Related Substances 

Glycerin; mpdhimrchain triglycerides; polyethylene glycol; theobroma bit 

Theobroma oil 

CAS number: [8002-31-1]; 

^pityms: coco^r^^ 

Apparent a^llb\mh<>r ^te, britUe solid ^ 
Melting point: 31-34 o e 

Solubility: freely soliiMe to chlorofonn, ether; and petroleum spir^soluble klboiimg ethar^ 
soluble in ethanol (95%); 

Stability and storage eo^ditious: hating ttobronm oil to more than 36?C during the preparation of 

suppositories^ 

metastablc^ 

storedat a fei^era*ar^npt ^c^d^ 25^. 

Comments: theobroma oil is a fat of natural origin used as a suppository base. It comprises a mixtme of the 
triglycerides <>f saturated M unsaturate 

on the 2-position of the glyceride. Theobtoma oil is also a m^ycff irigredi^t otchocolate. 

18. Comments 
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I ; Setnikarl, Fantelli S. Softening arid jio^efactionte!^^ 
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273. 
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,7:211-223. 
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Tableau 



Table III: Typical properties of suppository bases. 


j ■ Acid 
Product 

value 


Melting 

Hydroxy! Iodine . o Saponification Solidification Unsaponifiable 
value value jj? value: point (?C) matter (54); 


Cremad GS-34 <03 




<2 : 33-35 250 ^ «— 






<1 34-37 250 Tn 


Massd B <0.-3 20-30 <3 '33435.5 225-240 31-33; <tf3i 
Estarinum 



BC 30.3 30-40 <3 33.5- 

35.5 



30.5-32.5 



<0.3 



<0.3 20-30 <3 36438 225+235 



33-35 



29ft <0:3; <2 



<3 



33.5- 24M55 
35.5 



32-34.5 



<0.3 
<0.3 



Massupol — — 


;<2 


34-36 


240-250 31-32.5 


















Massupot — — 

75 


<3 


35-37 


220-230 31-33 






Supppcire A <0:5 20-30 -<d 35-36.5 225-245 — f <0,5 


AM <0,2 


<6 


<* 


35-36,5 225-245 




<0,5 


AML <6. 5> 


S6 


•<2; 


35-3615 225-245 




<06 


AIML <0.5 


<6 


<3 


•33-35 225-245 




^^^^^^^^^^^^ 

<0.6 


A.S 2 <0.5 


15-25 


<2 


35-36.5; 225-245 




<0.5 


ASjX <0.5 


15-25 


<2 


35-36.5 2254245 




<0.6 


AT <0:5 


25-3.5 


<2 


35r36;5i ^225-245 




<<M 


AP <1.0 


30-50 


<1 


33-35 : 200^220 




<0;5 


AI <0.5 


20-30 


<2 


33r35l 225-245. 




<0i5 


ADC <0.5 


20-30 


<2 


33-35 220^240 




<0.6 





AIM 


<0.3 


<6 


<2 


33-35 225-245 




<0.5 




Alp 


<1.Q 


.30-50- 


<t 


30-33 ,205-225 








B 


<0.5 


20-30 


<2 


36-37.5 '225-245? 




<0.5 




BM 


<0.2 


<6 


<2 


36^37.5 225-245 




<0.5 




BML 


<0:5 


<6 


<3 


36-37.5 225-245. 




<0.6 




BS 2 


<0.5 


15-25 


<2; 


36-37.5 225-245 


— 


<0.5 




BS,X 


<6.5 


15-525 


<3 


36^37.5 220-240 




<0.6 




BT 
BP 


<0.5 
<1.0 


.25-^35 
30-50 


■<2: 
<1 


-if- — *— "!T— ~: — -~rr- 

"3637.5 225-245 
36-37 200-220 




<0,S 
<0i5 ; 




e 

CM 


<$si 


20-30 
<6 




38-40 220-240 
38-40; 225-245 


„; 


<0;5 
SO-5 




cs 2 


<0:5 


15-25 


::<2;. 


38-40 220-240 


»■ 


<0.5 






<Ol5 


15-25 


■*& 


38-40 220-240 




<0.6 




CT 


<0;5 


25-35 


<2 


38-40 220-240 




«Q.5 




GP 


<1.0 


<50 


<i 


37-39 200-220 




<0.5 




D 


<0.5 


20-30 




42-45 215-235. 








DM 


<0.2 


<6 


<2 


42-45 215-235 




<0,5 




MA 
IN/1 








37;* 




<0.5 


< 


NB 


<0.5 






38:5. 








NC 


<0:5 


<40 


<2 


38 5- 220-240 

40-5, 








NAIO <0.5 


:<3 


<2 


33,5- i220-245 

35:5 

• — — 




<(K5 




NAI5 


<Q5 


:<5 : 


<2 


33:5- :220^245; 

-f....- ,?..,„■-,;.,• .•,,,•„.;., = -• u 




<o:s 



NAI <G%5 


<1 5 


<2 


33 ;5- 

35^' 


220^-245; 




in <; 


NAI <0.5 


<40 


<2 


33/5r- 
35:5 


225^245; 




<6.5 


NAIL <L0 


<40 


<3 


33.5- 
35.5 


225-245: 




<06 


NAIX <0;5 


<40 


<2 


33.5- 
35.5 


2^0-240 




<06 


NA O <0:5 




■ <2; 


35.5_ 
•37.5 


225-245: 




<05 


NA5 <(p 


,<i\ 




^35.5^: 
37.5 


225-24^ 




<c05 


NA <0.5; 


<15 


<2 


35.5- 
37.5 


225-245^ 






NAL <0 5i 






35-5 








NAX <c0 5 












>U.O 


NBL <0.5 


<40 




36.5- 


220-240 


• — 


<0.6 


MIRY <A 






38.5 










>~>!A 


<2 


42-45. 


s2ip--230 




<0;5 








34-56: 


235-245 


33-35 


20,3; 


HI? ;<0.2 


5^15 


<3 


32^ 7 33 > 5 


^24(^255; 


29-33 


<0.3, 


H15 <0.2 


Mi 


<3 


33.5- 

35;* 


230-245. 


32.5-34.5 


<0T3 


H19* $0.2 


20-30 


§7 


: 33;5- 


230-240 




<0.3 








35* 








H32; <0:2 


:<3 


<3 


31-33 


524fe250 


30-32:5 


<0.3' 



H35 <0.2 <3 <3 333- 240r-250 32-35 <0.3 

35.5 



H37 <0.2 


<3 


<3 


36-38 


225-245 


35-37 


<0.3 


H17.5 a <0.7 


5-:15 




34.5- 
36.5 


225-245' 


32-34,5 


<1.() 


H185 <0.2 5-15 <3 38-39 220^235 34-3:7 <0:3 


W25 <0.3 


20-30} 


<3 


33:5r 
35.5: 


225^-240 


29-33 


<0.3 


W31 <0:3 


25-35 


<3 


35-37 


225-240 


30-33 


<0.5 


W32 <0.3 


40-50 


<3 


32-33.5 


225*245? 


25-30 


<0.3 


W35 <0:3 
W45 <0i3j 


40-50 
40-50 


<3 
<3 


33.5- 

35.5 

33.5-. 


225^235 
225-235 


27-32! 
29-34 


•<0.3 

; i..Mir.i hi; ..;»»•* — »i«r ,.;,;,„» 

<03 ! 


S51 8 i<ll6: 


55-70 


<8 


35.5. 
30-32 


215-230 


. 25^27? 


S2.0 


S52" <1.0 




<3 


32-33.5 


220-230 


.27-30 


52.0 


S55 a <1.0 


50-65 


iS3 


33.5- 
35.5 


215-230 


28-33 


<2.0 


;S58 8: :<1,0 


60-70 




3li-33; 


215-225 


27-29 


<2.0 


E75" <1.3 


5r-15 




37r-39 


220-230 


;.32^3j6 


S3.0 


£76 <0.3 


30-40 


<3 


wM 


220-230 


31^35 


$0.5 


E85 <0,3 


5-15 


<3 


42-44 


220^-230 


37-42 


<0.5 



^ Note that 

of 'the PhEw 2005 and USPNF 23. 
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Suppository Bases, Hard Fat 



1. Nonproprietary Names 

BP:Haidfat< 
PhEur Adeps solidus 
USPNF:HardM 

2. Synonyms 

Adeps neutralis; Akosoft; Akosol;CremaoCS-34;Crem^ vegetable glycerides; Mass a 

estarinum; Masmpol; Novata;^s^ 

3. Chemical Name and CAS Registry Number 

Ipixl fat tnit^ride esters : 

4. Empirical Formula and Molecular Weight 

Hard fat suppository bases consist mainly of mixtures of the triglyceride esters ojf the higher saturated fatty 
acids (C 8 H n G(X)H to C 18 H 37 COOIO^ diglycerides. Special 

grades may contain additives such as beeswax lect^^ly^at% ethoxylat^ fatty alcohols, an* 
ethbxylated partial fatty glycerides. 

5. Structural Formula 



H 




where R== H or QCCG^GHj, n - 7-1? 



Not all Rs can be H at the same time 



6. Functional Categoiy 



Suppository base. 



7i Applications in Pharmaceutical Formulation or Technology 



The primary application of hard fat suppository bases, or semisynthetic glyicerides, is as a vehicle for die 
rectal or vaginal administration of a variety of drugs, either to exert local effects or ^ to achieve . systemic 
absorption. 

Selection of a sir^^ 

r^pperties and intrinsic;^ 

^affect release and absorption and wj^ must 

:i&bl^le^solid^^ the--oiI* : t wa^paititidn coefficient; and^^dissoriation constant; flie displacement vaue 
should also be to 
nptbe modified by^ 

reactivity, and rheology. The presence of additives in the base can also affect performance. 

Melting characteristics 

Fait^based^ 

or dispersion may be adequate for suppositories intended for local action or modified release. High-melting- 
j^mt bases may be 

su^ositones us^ in w when hot may crrate p^ 

deposits crystals of different form or increased size on cooling or on storage. Low-melting-point bases, 

p^ailarly those that melt to liquids of low viscosity, can beofyaMeMea 

substances are to. be ;incprr^rated; ; there is a risk of ^mentation in s^ 

during processing is the time i^quii^ This is affected by the tempm to 

melting point and the solidification point. 1 '? 

Chemical reactivity 

AMcmgh u^use pf ba^s ^iti^low%^^ 
riskdfnMer^tibri 

are alsp^reiated to hydrprMic pr^^ 
wi&low^ 

become excessively brittle. Peroxide values give a measure of the reswtahce of oxidation and are: 

a guide to the onset of rancidity. 

Rheology 

The viscosity of themeltedb^ uruformity during 

manu^ture. It can ,alsp mfeeni^; the release and absorption 
the'particle Size of insoluble solids is the method of choice to muiku^ 
&e;presence of a high <*>nt^tb^ 

ppuring ''difiM^'iMfy^d&^ and induce brittieheSs on.solidification. Additives are ^metimes in^ to 
modify rheological properties and to maintain homogeneity, e.g. microcrystailine wax, but the extent of their 
effect on drug release should first be assessed. Release; from a base in which viscosity has been enhanced by 
an added thickener may vary and be related to Ae aqueous solubility of the drug iteelf. 



Additives 



Some grades of commercial bases already :^nt^ ad&tives^^ 
in^ufac^^by'me^ 

i^operd^ pfsupjpositOT^ that have been modified and additives |^|^^o{;a!|^fi^. have Wen used 
are shp^ m Table ; L Wati^ is un^irible as;an^ditiye because it 

drug release and can serve as a medium fox* microbial ^owth; 

8. Description 

A white or almost white, practically odorless, waxy; britde mass. When heated to 50°G it melts to give a 
colorless or slightly yellowish liquid. 

9; Pharroacopeial Specifications 

S'eeTableir. 

10. typical Properties 

Acid value; seetMellh 



C<>lo^number:: 

^^Si^mre excluding Lg^ 
0tprSiq>pqchi L grades (Ganien^ scde| 

Density: 

0.955-0.975 g/cm 3 for Massd estar-pmm^WCi 
0.95(M).9(S0,g/cm 3 forSuppocire at 20°G; 
0/950^,980 g/cm 3 for Mtepspl*t2$C. 

Heat of me! ting (22^°C): 

~145J/g/°Gf^ 

100-130 J/g/°e for Supprtife; 

M45 Jfg?°C for WitepsoL 

Hydroxy! value: see Table ill 

Iodine value: seeJ&leUi. 



Melting point: seellablellfc 



Moisture conteut: 



<0^% w/wforMa^ 
<0.5% w/w for Suppocire; 
<02% w/w for WitepsoL 

Peroxide value: 

53 for Massa estarimtm\ 

&foxWitepsoL 
Saponification value: 5^ Table III, 
Solidification point: see Table DL 

Solubility : finely soluble in caibon tetra^Upride, <Mcroform, ether, toluene, xylene; slighdy soluble in 
warm ietfaMol; p 

Specific beat; 

1 .7-2 .5 J/g/°G for Suppocire; 
^,6 J/g/°G for WitepsoL 

IJnsaponJfiabie matter: ^ Table ffi 
Hard fat supjp^^ 

mcasurefof their resistance to cmdatioi aixd rancidjity. Water content jjs usvmlly low and detmo^ 
hygrpscopicity rarely occurs. 

Melting characteristic rise by 

more than : 1.0?C after storage for ^veral months. Owing 6 the compi^ 
mwhanisms ttiat induce these ^aii^ dn agi^ 

finite transition from amorphous to crystalline forms in whicA polymorphism may or may notcohuibute,^ 
wher^ other workers havefi)uhamd 

triglycerides to more stable polymorphic rfo Before mating point determikmtipjds are m^, ba^ 
'conditioned' to a stable crys^line fprm. 

Suppository basesshould be stored protected frbm^igirt in an aiili^t container at a temperature at least 5-G 
less than their stated melting point. Refrigeration is usually recommended for molded suppositories; 



Suppositories that are not effectively packaged may develop a -bloom* of powdery crystals at the airfece. 
This is usually due to the presence ofh^-melting-point corapon^ts in the overcome 
by using a different base. Alternatively, the base can be prccrystalliied prior tx> pouring, since the crystals 
will cause a quick and complete. ^ *temperi%; r 

12. Incompatibilities 

Ihcon^at^ 
axi^ii^reacte 

such a reaction may be indicated liy the to 
of aspirin, for exam^^ 

additionally, by minimization of the water content of berth the base and the aspirin. 

There is evident tfiat aminophylline reacts with the glyceridesin some rWd fkbas^ to form diamides. On: 
aging or exposure to elevated fce^^ 
to exhifeta^iharkedi^ 

Certain fe^|ute,medk^ may d^re^ 

into a base. Similarly, when ldrg,e amounts of an active kbsiance, ei&er solid or liquid,;have to be dispersed 

effects on release and ab^iptiott Gar^ 
necessary, 

13. Method of Manufacture 

The most common method;bf manufectoe involve the hydrolysis of natural vegetable oils such as coconut 
or$a\m kernel biVMlow^ 

areth^hydrogOTa 

y ^ moTOglyci^ value. This process is used for WiiepsoL 

Inrah alternative pracedure^ coconut or palm kernel oil is#rrct^ subjected loan 

interesterification either w^ 
required ciwracteristics and hyd^ 

14. Safety 

Supj^sitpryba^sar^ 
formitf ationls; Howev% 
hydroxyi vialiiie, may 

15. Handling Precautions 

Observe normal precautions appropriate; to: the circumstances and quantity of materiai handled; There is a 
slight fire hazard on exposure to heat or flame. 



16. Regulatory Status 



Included in the FDA Inactive Ingredients Guide (rectal and vagiiml prcparations); Included in nonparenterai 
medicines licensed in the JJK., 

IX Related Substances 

Glyceria; me^um-cl^n trig!>^de^; polyediyl^e glycol; thwbrpmaoiL 

Theobromaoil 

CAS number: [8002-31-1] 

Synonyms: cocoa butter; oleum cacao; pleum theobromatis. 
Appearance: 3'y<sUo^ 
MeUm^p^iit: 31-34X 
Solubility 

soluble in ethanoi (95%), 

Stability and '.storage conditions:; heatingihedb^ 

suppositories can result in an app^iable fo^ ttie foxnmfion of 

metasfc&le st^;/th^ 

Cominents; theobroma oil is a fat of natural origin used as a suppository base. It comprises a mixture of the 
triglycerides of saturated and rasatuiiate 

bri the 2-position of the glyceride, Ilepbroma oil is also a major ingredient of chocolate. 
18. Comments 



19. Specific References 
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20. General References 

Allen LV. Compounding sropjwsitories 1^ considerations. Jnt J Pharm Compound 
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1. Nonproprietary Names 

BP: Hard fat 
PhEur: Adeps solidus 
USP: Hard fat 

2. Synonyms 

Adeps neutralis; hydrqgehated vegetable glycendes;; ftte^ 
glycen<te^ 

,3;. Chemical Name and CAS Registry Number 

Hard fat triglyceride esters 

4. Empirical Formula Molecular Weight 

Har# fat suppository- ba£& the higher saturated 

fatty acids (G 8 H 17 COOH to C 18 W 37 COOH) along with varying proportions of mono- and diglycerides. 

:S|^eiaijjrad^ 

^l^phpis,|ap€J e^i6x^^t^<|j^ giycencjes. 

5. Structural Formula 

k 

Where R k ~H or -OC^^ t 0H 3 , 
n = 7to 17 

Not all Rs cari be -OH at the same time. 

6. Functional Category 

Suppository base. 

% Applications in Pharmaceutical Formulation $r T^c^nfclogy 

ijie primary application of hard fat supposito^ bases) or semisynthetic- glfcerides> is as a vehicieifor 
the rectai or vaginal administration of a variety of drugs; Either ^ 
systemic absorption. 

Selection of a suppository base cannot usually be made in the absence of knowledge of the 
physicochemical properties and intrinsic thermodynamic activity of the drug substance. Other drug-- 
related factors that can affect release and absorption and which must therefore be considered are the 



particle; size distribution of Insoluble solids; £he;x^^ 

conistarit, the displacement value shbuld also be known; bs'wfell- #.$|t- r^:0-Wii^1^k 
Properties of the suppository base which may or may not be modified by the drug, or which can 
influence drug release, are the melting characteristics, chemical reactivity, and rheology/ The presence 
of additives in the base can also affect performance. 

Melting characteristics: fatty-based suppositories intended for systemic use should liquefy at just 
below body temperature. Softening or dispersion may be adequate f^ intended for Ideal 

action or modified release. High melting point; bases nriay be, indicated for fet^soluhle drugs Which :tend; 
to depress the melting point of bases or for supppsitori^ used in warrn climates^ Prugs which dissdlye 
in bases when hot may create problems if they deposit^s^^afe^ 

oh tooling or on storage. U>w melting point bases, partipularly those^which melt to liquids of low 
Visc^ity , tan be of value When iarge vblumes qf insoluble sub^nces a re to be incor^rateed; thesis 
a Hsk 6f sedimentation in such instances. Ah impoftarit factor is the time required 

for setting. This is affected by the temperature difference between the melting point and the 
solidification point/ 1 ' 2 ' 



Chemical reactivity : although the use of bases with low hydroxy! values (low partial ester cdnterit) 
is indicated to minimize the risk of interaction with chemically reactive cdmpdund^fo 
be aware that hyd roxyl values; a re also ^related to hydir^philic properties which) in turn, can modify 
both release and absorption rates, Bases with low hydroxy! values tend to be less plastic than those 
with higher values and, H\cpoled rapidly, may become excessively brittle. Peroxide values give a 
measure of the resistance of the base to oxidation and are a guide to the onset of rancidity. 

Rheology: the viscosity of the melted base can affect the unifbrmity of distribution of suspend 
solids during manufacture. Itcan^also influence the release;and^ab&n^ 

farther reduction in the; particle size of insoiubie solids is the methcxl <tf chqfce to minimize the risk of 
sedimentation. However, the presence of a high content of ^j^/^ispeiided particles is likely to 
increase viscosity. It may also make pouring difficult; delay Smelting* and induce brittleness on 
solidification . Additives are someti mes included to modify rtieologibal properties ^tfd to maintain 
homogeneity, but the extent of their effect on drug release should first b<e assessed. Release from a 
•base in wh ich viscosity .has- b^ivenhanced. by an added thickener may vary and be elated to the 
aqvieous spiubiljt^ 

Additives: some grades of commercial bases al ready cbri^ usually 
identified by the manufacturers by means of suitable<tettefs and numbers. Addidyes may a jsp;be 
incorporated by fprmulators. Properties ofcuppc^fories ^ 

types of acWitives that haye been used are listed below tabief^ prpperfies~of 
selected suppository bases. 



Property 


Additive 


Dlspensants 


Surfactants 


(release and/or 




absorption enhancers) 




Hygroscopicity 


Colloidal silicon dioxide 


(reduced) 




Hardeners 


Beeswax 


(or increasing melting point) 


Cetyl alcohol 




Stearic acid 




Stear/1 alcohol 





Aluminum mqnostearate 




(or di- and tri- stearatej 




Beritonlte 




Magnesium stearate 




Colloidal silicon dioxide 


Piastlcizers 


Glyceryl monostearate 


(or decreasing melting point) 


Myrlstyl alcohol 




Polysqrbate 80 




Propylene glycol 



Water is undesirable as an additive because it enhances hyd potential for a chemical 

reaction between suppository constituents. In low concentration, water plays-httie part in drug release 
and can serve as a 

8. Description 

A white or almost white-colored, practically odorless, waxy, brittle mass* When heated to 50°C it 
melts to give a colorless or slightly yellowish liquid. 

9. Pharmacopeias Specifications 



Tetst 


PhjBur 


USP 


identification 






Melting range 


30t45°C 


27~44?C 


Residue on ignition 




50.05% 


Total ash 


0.05% 




Acid value 


£0.5 


£ 1.0 


Iodine value 




£70 


Saponification yalue 


210-260- 


215-255 


Hydroxy 1 value 




^70 " 


f^rbxide^alue; 


^3 




Unsappnifiable matter 


5,0.6% 


^3;0% 


Alkaline impurities 




t 


Heavy metals 


5 10 ppm 





10. Typical Properties 

Acid value: see Table jxj. 
Color number: 



5 3fqr Atessa estarinum (Iodine color index); 

3 for Suppocire excluding L grades (Gartener-scaie); 
£ 5 for Suppocire L grades (Gardener scale); 
.£ 3 for Witepsol (iodine color index). 
Density: 

6.955-0.975 g/cm 3 for Massa estarinum at 2^C; 

0^50-0,9(50 g/qn^^pr Suppodre at20*C; 

0.950-0.980 g/cm 3 for MZ/tepso/ at,20 o C^ 
Heat for melting (22-40°C): 
* 145 j/g/°C for Massa estarinum} 
100-13Q J/g/^G for Supppcirei: 

Hydroxy! value: see T3bleQ. 
Joc//ne ya/i/e: see TableQ. 

Melting point: see Table fjp . 

Moisture con tent: 
£ 0.2^ w/Wfor; Atessa estarinum; 
< ;0.5% W/w for Suppodre; 
<> 0.2% w/w for Witepsol. 
Peroxide value: 

6 3 for Massa estarinum ; 

t^f^SifpppdW} 

■$ 3 for Witepsol. 

Saponification value: see t ablepT I. 



Solubility: freely soluble in carbon tetrachloride, chloroform, ether, toluene, and xylene; slightly: 
soluble in warm ethanol; practically insoluble in water. 

Specific heat: 



1 1. Stability and Storage Conditions 

Hard fat suppository bases are fairly stable towards oxidation and hydrolysis with the iodine value 
being a measure of their resistance to oxidation and;randdity ; Water content is usually low and 
d^eri^i^bh due to hyg^^opicity ra^ occurs.: 

Melting characteristics, hardness, and drug-release profiles alter with time^^ point may 

rise more than 1 0°G after storage for several mor#hs;^e^ 

the>m^anisnis which induce these Wawg^^ been presefited (3) 

which supports a finite transition from amorphous to crystalline form which poiymorphism may p 
may not contribute, whereas other workers have found melting point-change to be closely associated 
with the conversion of triglycerides to more Stable polymorph ic forms. fiW Before melting point 
determinations are made, bases are ^conditioned' to a stable crystalline form. 

Suppositp^ jigp in an airti^^ tem^j^ture ^t 

least 5°C less than their stated melting point Refrigeration is usually recommended for molded 
suppositories; 

Suppositories which are not effectively packaged may develop s,*bfopm%f 
surfeice. This is usually due to the ^ase and ^an^ 

often be overcome by using a different base. Alternatively, the base can be precrystallized prior to 
pouring, since the crystals will cause a quick and complete crystal lizatidh into its end crystelfer^.lnijis 
process is called 'tempering'. 

12. Incompatibilities 

Incompatibilities with suppository bases are now hot extensively reported ih the literature. The 
occurrence of a chemical reaction between a hard fat suppository base and a d rug is relatively rare but 
any potential for such a- reartion fn^ yalue^of the base* 

The risk of hydrolysis of aspirin, for example, may be reduced by the use of a base with a low, 
hydroxy I value (< 5) arid, additionally/ by minimization of the water content bf both the base and the 
aspirin. 

There is evidence that aminophyliine reacts with the glycerides injsome hard fat bases toform 
diamides. On aging or exposure to elevated temperatures, degradation is accompanied by hardening 
and suppositories tend to exhibit a marked increase jin meiting ppiht The ethylene diamine content is 
also reduced.^' 6 * 



w 2i6 3/g/?C for Afassa estarinum) 



1.7-2.5 J/g/°G for Supppcire; 



2:6 J/g/°C for Witepsoi. 




Certain fat-soluble medications, such as chloral hydrate^ may depress the melting point When 
incorporated into a base. Similarly, vyhen lahge amounts of an active substance, either sdlid' or ligu id, 
have to be dispersed Into a base, the rheolio^lcal characteristics of the resultant suppository may be 
changed with concomitant effects oa release and absorption. Careful selection of bases or the inclusion 
of additives may therefore be necessary. 

13. Method of Manufacture 

The most common method of man^ ... 
coconut or palm kernel oil,;foiiowed by fractional distillation of the free fatty aqdspproducedL The C 8 to 

Cj 8 fractions are then hydrogenated and re-esterified under controlled conditions With glycerin to form 

a mixture of til-, di-, and monpglycerides of the required characteristics and hydroxy! value. This 
process is used for WitepsoL 

in an alternative procedure, coconut or palm kernel oil is: d irectly hydrogenated and then suW^cted to 
an interesterificatibn with either itself or iglycerin/tq^fbrm a mixture ^ of- 
the required characteristics and hydroxy! value, e.g., Suppogpe. 

14. Safety 

Suppository bases are generally regarded as nontoxic and nonirntant materials when used in rectal 
formulations.: However, animal Studies have suggested that sortie bases, particularly those types with 
a high hydroxy! value, may be irritant to the rectal mucosal 

15v Handling Precautions 

dbserye normal pre^utipns:appropriateitp the quantity of material handled. There 

^ a slight fire hazard when exposed to^ 

16. Regulatory Status 

Included in the;:FDA4n^ and vaginal pm paratiQris£ Irtclud^ in 

horiparenteral rriedicihes licensed in the UK. 

47; Pharmacopeias 

Eur* I nt, Pol, and US. 

18. Related Substances 

Glycerin; medium-chain triglycerides; polyethylenie glycol; rteobrpm'a oil. 

Theobroma oil 

CAS number: [8002-31-1] 

Synonyms: cocoa butter; oleum cacao; oleum theobromatis. 



Appearance: a yellowish or white^colored brittle solid: with a.slight odor of cocoa. 



Pharmacopeias: Aust, Br, Fr, Ger> It^Jpn, Neth, Pol/ and US. 



Melting point 31«34°G 

Solubility: freely soluble in chloroform, ether, and petroleum spiHt^sptoble^ slightly 
soluble in ethano! (95%). 

Stability and storage conditions: heating theobroma oil to more than 36°C during the preparation of 
suppositories can result in ah appreciable lowering of the solidification point due to the formation pf 
metastable states; this may lead to difficulties in the setting of the suppository . Theobroma oil should 
be stored at a temperature not exceeding 25°C 

Comments: theobroma oil is a fat of natural origin used as a supp^ of ;a| 

.mixture of the triglycerides of saturated and un^turated fatty acid§ A in Which the Unsaturated add ^if > 
preferentially situated 'on the 2^position of the glyceride. Theobroma ;oii is: also a major ihgjredient of 
chocolate. 

19. .Comments 

Cocoa butter, hard fat, and polyethylene glycol ar$ listed un^ MSP, 
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Table III 



Table ill: Typical properties of suppository bases. 


Product 




Add 
value 


Hydroxy] 
value 


Melting 

! Iodine ... * Saponification Solidification Unsaponifiable 
value E* ; value: point (?G) matter 


Cremdb: 


GS-34 <0.3 
.CS-36 <0.3 




<2 33-35 250 

<1 34-37 250 — — 


idassa 


B 


<0.3 


20-30 


<3 33-35.5 225-240 31-33 <0.3; 


Estarihum 


BC 


<0.3 


.30-40 


<3 33.5- 2254240 30.5-32.5 <03; 




.••.•^v,...:...r^. 

C 


S03 


.20-30 


iS3 3(5^3? 225-235 33-*5 : <0&' 




299 


<0.3 


::<2 


<3 33;*- 2404255 32-34.5 <0.3 
.35,5 


Massupol 






S2 


34-36 240-250 31-32.5 — — . 


Massupol 
15 






<3 


35-37 226-230 31-33 — — 


Siippecike A <0;5 MM <2 35-J6.5 225-24* — «0 M 














AM 


<02 


<6 


<2 *5436.5 ,225--245: -<0;5; 




AML 


<0.S 


56 


<2 ! 35-36.5 225-245 -r. <0*i 




AIML <0.5 


<6 


<3 33*35 225-245 — <0.6 




ASj 


<0.j 


15-25 


<2 35-36.5 225-245 — <0.S 




AS 2 X 


SOiS 


15-25 


*2 35436:5 225-245 <0:6 




At 


<o;s 


25-35 


<2 3.5436.5 225-245 ;:<S$ 




AP 


<1.0 


30-50 


<1 33435 200-220 »-* <0;5: 




AI 


<6.5 


20-30 


<2 33-35 225-245 — <0.5 




ADC 


<0,5 


20-30 


><2 33-35 220-240 — ■- >%& 



AIM 


<0.3 


<6 


<2 


33-35 


225-245 




<0.5 


AP 


<1.0 


30-50 


■-<1 


36-33 


205-225 


- — 


<0.5 


:b ; 


<0.5 


20-36; 


'<£ 


36-37:5 


225-245 




:<0,5 


BM 


<02 


<6 


<2. 


36-37.5 


225-245 




;S0.5 


BML 


<6.5 


<6 


<3 


36-37.5 225-245 


— 


#6 


BS 2 


<0.5 


15-25 


<2 


36-37.5 


225-245 




S0.5 


BS,X <0.5 


15-25 


<3 


36-37.5 


220-240 


— :' 


<0.6 


BT 


<0;S 


•25-35: 


<2 


36-37.5 225-245 




<0.5 


BP 


<1.0 


30-50 


<1 


36-37 


2O0H22O 


!— -V. 


<0;5 


C 


<0.5 


20-30 


<2 


38-40 


220-240 


1 — ?. 


<0.5 


CM 


<0-? 


«> 


<2 


3M6: 


225-245 




<0.5 


cs 2 


<0.5. 


15-25 


<2 


38-40 


220-240 


— 


<0.5 


GSjX 


<K5J 


15-25 


<2 


38-40 


226-240 




<6.6 


CT 


<0.5 


25-35 


<2 


38-40 


220-249 




<0.S 


CP 


<1.0 


<50 


<1 


37-39 


200-220 




<b,5 


D 


<6.5 


26-30 


<2 


42-45 215-235 


■ .-. 


<6,5 


DM 


<0.2 


<6 


<2 


42-45 


215-235 


■—: 


<0.5 


NA 


<0.5 






35.5- 
37.5 


225-245 






NB 


<0.5 






36:5- 
38.5. 


215r-235 






NC 


<0.5 


<40 


<2 


3815- 
40.5 


220-240 




<0,5 


NATO <0.5 


<3 


•<2 


35.5 


226-245 r 




<0.5 


NAI5 <0'5 


<5 




33.'5-. 


226-245 




<6.5 










355 









NAIi <0.5 <15 <2 33.5- 220-245 
Id 35.5 



<0.5 



NAI 


<0.5 


<4fl 


<7 

->*^. 


*»•» 
35:5 








NAIL 


<1.0 


<M\ 




35,5 




•_: ■ . _ 


<0 6 

ViV 

--sUi—: — 


NAIX <0.5 




sz- 








>-v.o 










35.5 








NAO 




5> 




37.5 








NA5 


<o.5; 


S3 


^2 


1< : < • 

37.5: 




^^^^^ 




NA, 
IP 


<0.5 










- :.. 




NAL 


<0.5 




<z 


•33. >^ 

35.5 








NAX 


<Q5 


<40 


<2 


35.5^ 

p5 ; 


220^240 




<iq.6 


NBL 


<0.5 


<40 


<3 


36.5- 
38.5 


220-240 




<0.6 


NBX 


<0.5 


*40 


<2 


36.5- 
38.5 


215^235 




<0;6 


ND 


<0.S 


<40 


<2 




210-230 




<0.5 


Wtiepsol H5 <0.2 <5: £g 34-3^ 235-245. 33-35 <0.3- 


mi 


<m 


5^15 


<3 


32^33.5 240*255; 


29H33 


<0.3 


H15 


<0.2 


5-15 


<3 


33.5- 

35:5 


230-245, 


32V5-34;5; 


<6.3 


H19? 


<o:2 


2fc3p 


<7 


33.5- 
35.5 


23jH240: 




<0,3. 


H32 


<0^ 


'<3r 


<3 


31-33 


2404250? 


30-32.5: 


<0.3 



H35 <012 ,£3 33,5- 24O-250 32-35: <0.3 

35:5 



H37 <6.2 <3 <3 35-38 225-245 35-37 <0.3 



H175 8 <0.7 


5-15 




34.5- 

36,5 


225-245 


32-34.5 


<1.0 


H185 <OJ2 


5-15 


;<3' 


38-3? 


220-235 


34-37 


<0.3 


W25 <0.3 


20-30 




33.5-r 

35.5 


225-240 


29-33 


<0.3 


W31 <0.3 


25-35 




35-37 


225-240 


30-33 


<0.5 


W32 <0.3 


40-50 


<3 


32-33:5 


225-245 


25-r30 


<0.3 


W35. «0.3 40-50 $ 33,5- 225-235 ^7-32 30.3 

35:5 


W45 S0.3 


40-50 


: ;<3 


33:5- 
3S.5 


225-235 


29-^34 


,S0.3 


S51 8 <1.0 


55-70 




30-32 


215-230 


25-27 


<2.0 


S52 8 <1.0 


50-65 


•:<3 


32-33.5 


220-230 


27-30 


52.0 


,S55 8 <1,0 50-65 ■& 33.5- 215-230 ,28-33 <2.0 

35.5 


S58? <l-0 60-70 <7 31;5r33; 21 5-225 27-29 <2.0 


E75 8 <13 


5-15 


$3 


37-39 


220-230 


32 r 36 


<3,0 


£76 <0.3 


30^*0 


<3 


37-39 


220-230. 


31-35 


<0.S 


E85 <0.3 


5-15 


,<3. 


42-44 


220-230 


'37-42 


<Q.S 



(a) Note that these types iare mixtures cohtam 
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Suppository Basest Hard Fat, 



1; Nonproprietary Names 

BP: Hard fat 
PhEun Adeps solidus 
USPNF: Hard fat 

2. Synonyms 

Ad^s,nea^ 

^tatfnum; WUepsoL 

3. Chemical Name and CAS Registry Number 
Hard fat triglyceride esters 

4. Empirical Formula and Molecular Weight 

Hard 'fat suppository basies consist mainly of mixtures of ffie triglyceride esters of the higher saturated fatty 
^ids'(CgHj 7 G<^ 

^grad^i^^^ 

etHoxylated partial fatty glycerides. 
5* Structural Formula 



H 




H 



whercR- H or OG(CH^) rt CH 3 ; « « 7-17 



Not all Rs can be Hat the same time. 



6. Functional Category 



Suppository base; 



7. Applications in Pharmaceutical Formulation or Technology 



The primary plication of W 

rectal or.vagjinal ^^adWnistodon- qf a variety of drugs, eitherto ^ertlpcal effects or to achieve sysfemic; 
absorption. 

Selection of a suppository base cannot usually be made in the absence of knowledge of the physicochemieal 
properties and intrinsic thenn^yhamic ^uvity of 

affect release and absoiption and which must therefore be consider^ ^ the pMcle 

insoluble solids, the oil : water partidon coefficient, ^dCtfo dissociation constant : Tie:d^>lacm^t yalue 

should also be known^ as ^ell as the ratio 6f tog tp%^ ^ 

nmbembdili^ 

reactivity,.and ^ 

Melting characteristics 

Fatty-based suf^sitories-inten^ liquefy at just ^ Softening 

cardis^^ 

points 

suj^o^^ 

iepo^t^c^ 

^p^^^uI^lV ']ll»d^^n^bL^^inrieit to li^dfc ^ 

substance ^ ariskofsMnienia^ 

dui^ p^ required fct^h^^ Tfe the temper^^ the; 

melting point mid the solidification point. 1 * 2 

Chemical reactivity 

Although^ 
mkfbf int 

are also related to hydropbilic properties, which Jn turn, can modify 
vWith k^hydrpxyl toIu^ tend to be 1^ 
b^nieexcessively brittle/P^ 

a^db't6^^'6ni^:dfi^tdifyv 

Rheology 

The viscosity of the melted base can affect the umfomiity ofdisthbution of suspended solids during 
manufacture It can also influence tie release and absorption of thl drug in the rectum Further reduction m 
the paiticle^s^ 

the presence of a high content of firie^ si^pehded particles is likely to aricrea^ viscosity It may also make 
pouring, difficult; delay melfo& anti;^ sometimes included to 

modify rhebiogicalpipp^ 

effect on drug release should first be assessed. Release from a base in which viscosity has been enhanced by 
an added thickener may vary and be related to the aqueous solubility cif the drug itself. 



Additives 



Some grades of commercial bases already contain additives, and these are usuiUy identified by the 
manufacturers by means of suitable letters and numbers, .^^itives n^ 

Properties of suppositories that have been modified and additives or types of addBtives U%t l^e>^ ? u^ 
are shown in Table I. Water is undesirable as : an additive because it enhances hydrolysis and the pot^ 
aefc^ic^ne^ 

drug-release and can serve as a medium for microbial ^ 

8. Description 

A white or almost wlute, pracdcally odorless, waxy, brittle M When hes^B 50*C it melts to give £ 
colorless or slightly yellowish liquid. 

9. Pharmacopeia! Specifications 

4feelableIL 

Atid yalut ; Table HI. 



Color number: 

<3 for Mass a estarinum (ioalne color index); 

<5 fa scale); 
■0- for ftyepsplii^^ 

I>eiisit>»: 

0.955^).975 g/cm 3 for Mitssa estarinum at 20?C; 
0.950-0.960 g/cm 5 for Suppocire at 2G°C;; 
0.950-0 980 g/cm 3 for Witepsol zt20°C. 

Heat of melting (22M0?C): 

«145J/g^Cfor^ 
If ydroxyl value; see Table III. 
iodine value: see Table III. 



Melting point: see Table ill 



16. Regulatory Status 



medicines licensed in the UK. 
17* Related Substances 

Theobroma oil 

CAS number; [8002-31-1] 

Synonyms: cocoa butter, oleum 

Appearance: ayellowish of whiter j^tde#^ 

Melting point: 31~U*Gi 

Solubility; freely soluble in chlorjo^ 
^soliAlein ethanol (95%), 

SfcaiOT oil to more than 36°C during the preparation of 

suppositories can result in an appredable lowering of the ^fidification pcm tqthe formafion of 
metastable states; this may lead to difficulties: m the setting of the suppository^^ 
stored at a temperature not exceeding 25?C. 

Comments: theobroma oil is a fat of natural origin used as a simpository base: It comprises a mixture of the 
triglycerides of sa^ 
on the 2-positionofite^ 

1$; Comments 



19. Specific References 

L Setnikar I, Fantelli S. Softening and Uquefaction tempera^ JPharm Sci 1963; 52; 

3gL i 43-0F > ubMed) 

2. Krdwczynski L. A simple device for testing suppositories [in Polish], Dm PKarm 1959^ 11 269- 
273. 

%■ Goben LJ t lx>rdB NGi Physical stability oiisemwyntiietic :s 
955~960.< ] ^ lcd) 
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Moisture content: 



<0:2% w/w for Massaesiarinian^ 
<0.5% w/w for Suppocire;, 
<0,2%w/w for Witepspt 

Peroxide value: 

<3 for Massa esiarinwn; 
<K2 for Suppocire; 
<^SoxWitepsoL 

SapoBiUcation value: see Table fflv 

Solidification point: ^>T^le III; 

SofabM^ 

wann ethanol; pra^ 

Specific heat: 

~2.6 J/g^C for Mossa estcmnimj 
~2.6 V%mic^:WUepsol. 
I Jnsaponiflable pngtite^^^fe^^ 





1L Stability and Storage Conditions 



flardfats^^^ 

me^ure of their resistance to oxiaationmd ^ 
•hygroseppicity rarely occurs. 




Suppository bases should be stored protected from light in an airtight container' at a tern^ratiire at least 5°G 
less than their stated melting point Refngemtion^ 



Suppositq^^ 

His is usiially due to the presence of lugh-m often l5e oyercoxrie 

wtilcau^aqu^ c^l^ *tei^ering? 

12. Incompatibilities 

Incompatibilities with suppository bases are not now extensively reported in |he literature. The occurrence of 
a chemical reaction between a hard fat suppository base and a drag is restively rare, but any potential for 
such a reaction may be indicated by the magnitude of the hydroxy! value of the base: The risk of hydrolysis 
of^>ijrin,f6r example, may be^re<toced^ 
ad^tionall^ 

Triere ifrevi^^ 

to exhibit a marked increaise in meltii^^pcffit: ttee^le^ 
Certain fet-soh^ 

into a base. Similarly, when large amounts of an active sirt^ce^either ^Ud or liquid, have to be4i^persed 
into a base, the theological chaiacteristics of 
effectebt^^ 
necessary, r 

13. Method of Manufacture 

The most common method of manu^ture involves the hydrol^ 

or palm kernel oil, followed by fract&nal dis^lation erf ite fre^&tty aci^prpdu^.^^ C 8 to ef fractions 

are then hydrpgenated and reesterified under ccmtroUed conditions widi : glycerin to fo 

, and monoglycerides of the required character Witepsol 

In an alternative procedure, coconut or p^ ^ ^bj^ted:^ ati 

mteresterificatidn either with itself or with glycerin tr> form a mixture of tn^^ 

required^ 

W.Safcty 

Suppository bases are generally regarde<l as nontoxic ^ non^ in rectal 

formications. However, an 

hydroxy! value, may be irritant to the rectal mucosal 
1 5. Handling Precautions 



Ob^rye normal precautions;^ 

slight fire haao^ on exr^ure tp heat or .flame. 



4. Liyersi^e GG, Grant DJW, PadfieldM. Influence df^sua^ 

off%>p^sitori^ between the constituOTte of fatty suppository bas^ 1981;: 

7:211-223. 

5. Brower JF, Ju^ge EQ Page DP,vPpw 
formulations. JPharm Sci 1980; 69: 942^945.^^) 

Taylor JB,Si^ 

;man: Phqm JmU M7: 6fi Woi 
5v KMuynck C r <^^ e^R^talri^ 
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Re&donN^Raga^^^^ 
dnig.ava^^ 

Schoonen AJM^^ 

rel^^meqbam^ /«/ jptiarht:iW9;4: 1 4 ftl 52. 
SeriiorN; R^ewdfx*^^^ 
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;S uppqsi tpry Bases, Hard Fat 



,1. Nonproprietary Names 

BP: Hard fat 
PhEur Adeps solidus 
USPNF: Hard fat 



2. Synonyms 

Ad^neutr^ 

3* Chemical Name and GAS Registry Number 

Hard fat triglyceride esters 



4. Empirical Formula and Molecular Weight 

acite{C^ 1;7 l^^ 

graites tnay contain additives such as beeswax, lecithin, pol^^ 
ethoxylated partial fatty glycerides. 

% Structural Formula 

H 



H 

where R • H or OG{Cl^<^^7-lt 



Not all Rs can be H at the same time; 



6. Functional Category 

Suppository base; 

7; Applications in Pharmaceutical Formulation or Technology 



The primaiy application of hard f&'siipj^ &e; 
rectal or vaginal administration of a variety of drugs, either, to exert Jocal effects or to achieve systemic 
labsoiption. 

Selection of a suppository base;cannbt usually be made k the abs^^ of the physicochemicai 

prppm^^ to 

affect reMse and ^kxq&ofe 

insoluble solids* the oil r ^va^ 

should aba %faown, as ■^^jsA^'a^ofSk^^^^' Pbpe^ 

not be modified by the drag; orf^c^^ cbanKj^^ 

re^vity;^ 

Melting characteristics 

Fatty^based suppositori^ intended for systemic use should liquefy at just below body tem^ratute, Softening 
lot dispersi^ 

point bases may be indicated for fat-soluble drugs that tend to depress the melting point of bases or for 
suppositories used in warm climates. Drugs that dissolve in bases wheri^ if they 

deposit as crystals of : &fiera^ 

particulariy those that melt to liquids^of tow viscc^^;^ be^f vUiw ipj^-fiS^# 
substances are to be i^ 

during processing fe^ ^ &e;temperait^ between Ae 

melting point and die solidifiwtiqn point. 1,2 

Chemical reactivity 

^it&«i^^.^6f b^s^tfciowhy^ is:1n4iMt^ 
riskofin^ 

are also nelated^to hydrophilic properties^ v^ich, in turn, can modify both release and absorption rates. Bases 
with low hydroxyl values tend to be less plastic than those with higher values and, if cooled rapidly, may 
become excessively brittle* Peroxide values give a measure of the distance of the base to bxi^tic>n arid are 
a guide to the onset of rancidity. 

Rheology 

The viscosity of the melted base can aS&t the uniforms sohds during, 

manufacture It can also mfluence the release and absorption of the dmg in the rectum.- Further m 
the particle size ot insoluble sohds is the method of choice to minimis Howeyer,* 
the presence of a high content of 15ne, suspended particles is likely to mciea^ yiscosify It tmyateo make,, 
pourii^ delay in&t^,*nii Mcelmt^ 

modify theological properties and to m^taih hombgendty, e^ 

effwt era dnig release should first !be^ Rele^e from^a base in which viscosity has been enhanced by 

an added thickener may vary and be related to the aquwus soliibility of the drii^ itself 



Additives 



Spine grades of commercial bases already contain additives, and tfi^e are usually identified by the 

n^ufectur^ by mear^ of suitable;^ 

Prqperti# of s^positori^ 

aresho>jmiiQ Table I; Wateris undesir^^ 

ra^hcanical reaction between con^tiM^ts^ 

idrugrelea^^ 

8* Description 

.A white or almost white* pracfically odorl^s, waxy» bntUe mass: When hestel to SO^C it melts to give a 
colorless or slightly yellowish liquid. 

fable U, 

10; Tjfpicai Properties 

Acid value: see Table III. 



Color number: 

<3 for Suppocire excluding L grades (Gardener scale); 
<5 for Suppocire L grades (Gardener scale); 

Density; 

0.955--0.975 g/cm 3 forMassa estarinum m20?O 9 
0.950^0:960 %/cm* foi Suppocire at 20?C; 
;0.956r^.980g/cm^'fo 

H^atofmeUittg 

- 1 45 J/g/^C fotMassaestqrinum ; 
100-130 J/g/^C for Suppocire; 
=145 J/g/°C for WitepsoL 

Hydroxy! value: see fable III. 

Iodine value: see f able III. 



Melting point: • see fablejlli. 



Moist lire content; 



^2%w/m{orMc^sa estwrinum\ 
<0.5% wlw iotSupppcire; 
<0.2% w/w for Witepsbl 

Peroxide value: 

<3 for Massa,estarinum\ 

^fotWitepsoL 
Sa|>oiiij5Catipn value: 5ee Table III: 
Solidification point: see Table Hk 

Solubility: freely soluble in carbon tetrachloride, chlorofb^ soluble in 

i:7-2.5J/g/°Cfor Suppacirs\ 
-2.6 J/g/°C for Witepsol. 

Unsaponifi able matter: -j^e Table IH. 
11. Stability a ad Storage Conditions 

Hard fat suppository bases are feirly stable toward oxidation and hydrolysis, wiA tbe iodine ya^e beirig a 
measure pfyhecr resistance tooxi&t^ Water cont^k 

hygroscdpicity rarely occurs. 

Melting characteristic^ harcto^, and : dr^ with time; ^d% r meltmg point may ri^ : by 

more than 1 0°C after storage for several months. Owing to the complexity of bases, elucidation of the 
. mechanisms^ 
finite:^ 

whereas other workers have found melting pomt^changes to be closely associat^ with ttie cpnversibn of 
triglycerides to more stable polymorphic forms 4 Before melting pomt determinations are made, ,bas& are 
'conditioned'* to a siable'ci^tallirie form; , 

Supjpo^tory bases s^ 

less thah their stated melting point Refrigeratidn is usually recommended for molded suppositories.: 



Siipjwsitories that are not eff^ 

This is usually due to the presence of high-meiting-point components m often be overcome 

by using ; a different base. M 

wUl cause a quick and complete ciyst^ 

12* Incompatibilities 

IncompaiibiUt^ 
acher^ 

such a reaction may be indicated by the iiia^utude of the hydroxy value of the base. The risk Ofhydrbfysis 
of aspirin, for example, may be r^c^l by Ae use of a base with a lo^ hydroxyl value (<5) ani 
additionally, by minimization of the water content of both the base and the aspirin. 

There is evidence that aminophylline reacts with the glycerides in some hard fat bases to form diamides; On 

ag^ or exposure 

toexMntamaricedinc^^ 

Cer^fat^h^ 

into a base. Similarly, w&m large amounts of an active substai^ ^ or liquid, have to be dispersed 
into a base, the rheological ch^ 

;effects pn release and absorption. Careful selection of bases or the inclusion of additives may therefore be 
necessary, 

13. Method of Manufacture 

lie most common method of manufacture involves the hydrolysis of natural vegetable oils sufch as coconut 
or pato kernel oil, followed by fractional distiU^^ 

are then hydrogenated and reesterifled under controlled conditions : with glycerin to fom a mixture of tri-, <fi- 

» :^ltof^ 

in an alternative prq^tut, cc^nirt 

interesterification either with itself or with glycerin to form a i^^ of ^ 
required characteristics and hydroxyi value, e ig; Suppocire. 

14/Safety 

Suppository ba^iaregehe 

formulations^ However, animal studies have suggested that some bases, particularly those types >vith a high 
hydroxyi yalue, xnay be im%it^tte rw^.mwpsa.^ 

IS. Handling Precautions 

Observe normal pfecautioxis appropriate to the circumstances and quantity of material h^dled/'Fhere is a 
slight fire hazard on q^sure to Jheat or to 



16* Regulatory Status 



Included in the FDA Inactive Ingredients Guide (rectal and vaginal preparations). Included in nohparenteral 
medicihe^H^ 

17. Related Substances 

glycerin; me&um-c^ 

Theobroma oil 

QM lumber: [8002^1-1] 

Sponynte: cocoa butter ; oleum 

Appearance: a ^liowisb or ^te, brittle sdlid a dipit odor of coe^i 

liability: finely soluble in cUorofonn, ether, and petoleum spirit; scri^ 
soluble in efliariol &S%% 

Stability and storage wnditmnB; heating tfceoJ^ 
suppositories can respiting 
metastabie states; this lead to difto 
stored at a temperature riot ^eed^ 25|fe 

C^ntn%te: tHeobr^ 

triglycerides of saturated ^urisatura^ 

on the 2^)o$iti6n of ^ 

18. Comments 
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I able II! 



Table HI: Typical properties of suppository bases. 



Meiung 

Acid Hydroxy! Iodine . o Saponification Solidification Unsaponifiable 
value value value value point (^G) matter (%) 



Cremao 


CS-34 «0;3 




•<2- 


33-35 250 








CS-36 


i <0.3 




<1 


34-37 250 






Massa 
Estarinum 


8 


<0.3 


'20-30 


<3 


33-35.5 225-240 


31-3 


3 <0.3 


BC 3(M0 gg; J33!5- 2454*5: 36:5r3£5 *03 


< 


C 


«0.3 


20-30 




36-38 225-235 




p m 




29$ 




<2 


<3 


33.5- 240-255 
35.5 


324-3 


4.5 <0.3 


Massuppl 






2S2 


34-36 


240-250 3lr-32.5 






Massuppi 

is, " 






$3 


35-37 


220-230 31-33 






Suppocire 


A 


<0.5 


20-30 




35-36J 225-245 




<0.5 




AM 


<0.2 


56 




35^-3(5.5 : .225-245, 




<05 




AML 


<0.5 


<S 


,<2 


35-36.5 225-245 




<o:6 




AIML <0.5 


<6 


<3 


33-35 2254:245: 




50.6 




AS 2 


<0.5 


15-25 


<2 


35-3(5.5 225rr245, 




<0.5 




AS^X 


<oi 


15-25 


<2 


35^36.5' ,2254-245; 




<06 




AT 


<0.5 


25435* 




;35t36.'5; |25|^; 




<6.5: 




AP 


<1.0 


30-30 




'33-35 200-220 




<0;5 




AI 


<0-5 


2<M0 


<2 


33-35 225-245 




<o:5 




AIX 


<0.5 


20-30 


•<2 


33-35 220^240 




<0.6 



AIM 


<0.3 <6 




33-35 225-245- 






AEP 


<i.O. 30-50 


<i 


30r33 205-225 






B 


<0:5 20-30 




;36-37i5 225-245 






BM 


<0.2 <6 


<2 


36-37.5 225-245 


— — . 


<0:5 


BML 


<0.5 <6 


<3 


36-37:5 225-245 


. — <• 




BS 2 


<0.5 15-25 


<2 
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35.5- '225^245! 
37.5 
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NB 


<0;5 <40 


<i, 


-A,-.-—, ■ M .i,-,.rir,;; _ 

36.5^ 215-235; 
38.5 




<0.5 


NC 


<0:5 <40 


<2 


38.5- 220-240. 
40.5 




<o.5.: 


NAI$ <0;5, <3 <2; 33.5- 220-345.' -?d.5 

'35.5 


NAI5, 


«?b;i :<5; 




33.5-. 220-r245 
35.5 




<0.5 



NAT <fi 5 
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35.5 
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35.5 
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10 
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3$5 








NAI <0 S 
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35;5 












sz 


-J?.>- 
37:5 




v— , *r^~~r 


<U.O 


NBL <0:5 


<40 


<3 


36.5- 
3&5 


220-240 




<0.6 


NBX <G;5 


<40 


<2 


30: 


:-215^235; 






ND <0.5 


<40 


<2 


42-45 


,M0-£30; 


~««r. .»<*?. spots .. 


<0.5 


Witepsol H5 <0.2 


<5 


<2 


34-36 


235-345 


33r35; 


<0:3 


H12; <02 


5-15 


<3: 


32t33J 


' 24(^255^ 


29-33: 


<0^3 


H15 02 


;S-I5 


<3" 


Ms- 

35.5 


230r245 


32:5-34:5 


^| 


H19 8 3*2 




<7 


33.5- 
35.5 


23jCh24$ 




^).3 


H32 <0.2 


<3 


<3 


31-33 


240-.250 


30-32.5. 


<0.3 



H35 <0.2 


<3 


<3 


33.5- 
35.5 


240-250 


32-35 


<0;3 


H37 <0.2 


<3 


<3 


36-38 


225-245 


35-37 


<0,3 


H175 8 <0.7 


5-15 


<3 


•34:5- 
36:5 


225-245 


32-34.5 


<i.p 


H185 <0.2 


5-15 


<3 


38-39 


220-235 


34-37 


•<6.3 


W25 <0.3 


20-30 


<3 


33.5- 
35.5 


225-240 


29-33 


<0.3 


W31 <0.3 


25-35 


S3 


35-37 


225-24Q 


30-33 


SQ.5 


W32 <0.3; 


40-50. 


<3 


32-33.5 


225-245 


25-30 


^0.3 


j\p5, <0.3 


40-50: 


«<3 


33 r 5- 
35.5 


225-235 


27-32 


<0.3 


^-^^-.^.....v.-y...^^. .............. r»HV«*. 

W45 «0.3 


*0-5O 


<3 


33:5- 
355 


225-235 


29-34 


303 


S51 8 <1.0 


55-70 


<8 


30-32 


215-230: 


25-27 


<2.0 


S52 3 <1.0 


50-65> 


<3 


32-33.5 


220-230: 


27-30 


^.0 


S5S 8 <1.0 50-65 <3 33,5- 215-^230^ 28-33 <2.6 

35:5 


S58? <1.0 60-70 <7 31.5-33 215^225 27-29 <2.0 


E75 a <1.3 


5-15 


<3 


37-39 


220-230 


32-36 


<3.0 


E76 <0.3 


30-40 


<3. 


37-39 


220-230 


31-35: 


<0:5 


P5 <0.3 ,5-15, <3, 42-44 220-230 37-42; <0.5, 



^J^:to-tbese types are mixt^ 
of the PhEur 2005 and USPNF 23. 
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£. F. Drew & Casino. (Delaware ccrpoxs&m) 
15 B. 26th St 
New Yak W, HY* 



For: EDIBLE VEGETABLE FAT, in CLASS 46. 
First use about 1932; in commerce about 19& 



Thank you for your request Here are the latest results from the TARR web server. 

This page was generated by the TARR system on 2007-12-07 10:51:55 ET 

Serial Number: 72 1 001 1 1 Assignment Information Trademark Document Retrieval 

Registration Number: 723173 

Mark 



(words only): WECOBEE: 

Standard Character claim: N6 

Current Status: This registration has been renewed; 

Date of Status: 2002^02-04 

Filing Date: 1960-07-01 

Transformed into a National Application: No 

Registration Date: 19.61-10^24 

Register: Principal 



Law Office Assigned: (NOT AVAILABLE) 

If you are the applicant or applicant's attorney and have questions about this file, please 
contact the Trademark Assistance Center at TrademarkAssjstaiiiccCenter® uspto,goy 

Current Location: 900 -File Repository prMcomk) 

Date In Location: 2002-02-05 



WECOBEE 



LAST APPLICANT(S)/OWNER(S) OF RECORD 



l.STEPAN COMPANY 



Address: 

STEP AN COMPANY 
22 WEST FRONTAGE ROAD; 
NORTHF1ELD; 1L 60093 
United States 

Legal Entity Tyjpe: Go^poratioh 

State or Country of Incorporation: Delaware 



GOODS AND/OR SERVICES 

U.S. Class: 046 (International Class 029) 
Class Status: Active 
Edible Vegetable Fat 
Bssis* 

Eim lise Date: 1932^00300 

First Use in Commerce Date: 1 932-O0rO0 
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ADDITIONAL INFORMATION 

(NOT AVAILABLE) 




(NOT AVAILABLE) 
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2002-02-04 - Second renewal 1 0 year 
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CAROL A- BYNOE 
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CAROL A. BYNOE 

#T£RA#e^l#Aiy 

22 WEST FRONTAGEiROAD 

NORTHFIELD, IL 60093 
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products for a growing global marketplace 
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With Our Products 



Products by Tradmame! 

Tra*era^ 

Select a Pn>duct for more details 




by application area 

by trade name 

by function 

by chemical group 
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general literature 
Ihensabfe technologies ■ 



Product Name 
WECOBEE€>S 



Chemical Description 

HYDROGENATED VEGETABLE OIL 
HYBROGENATED VEGETABLE OIL 
WDROGENAtEb^GETABLE QIL 



Terms Of Use | Site Map 1 Mv Account 
& Copyright 2007 - Stepan Company - All Righte Reserved- 



Product 
Name 

Chemical 
Structure 



GAS 

Registry No. 



Fatty Acid 
Profile, % 

Typical 

Chemical 

Properties 

Nutritional 
Informatibn 
(per 100 grams) 



Biodegradability 
Toxicity 



March2007 

Jufy2006 
Pogeiofi 



H 

I 

H - C 

I 

O 



H H 

I I 

C C-H 

I I 

O O 



c=d C*0 c=o 

i i I 

R R R 



R = 



68334-28-1 



Dairy toppings and baked goods 



Appearance VVhitetboffrwhrteisdlid 

C^br and Flavor . w.-.-..-..-.. Sand 

Melting PoinCC (°F) ...39.8(103.6) 

Smoke Point, °C (*F) 2323(450) 

Fia^ Poiriti PMGG; (*);.... >282 (>540) 
Density, g/ml_ (Ibs/U.S.-gal) 0.90 (7.5) 



C8:0 

C10:0 

C12:0....;. 
014:0..,. 



Moisture, ppm:.........,..........;... 

Free Fatty; Acid, % (as oleic) .. 
Peroxide Value (PV), meq/kg 

Calories from Fat at 9:0 cal/g . 

Total Fat, g ... 

Saturated Fat, g.... 

i^ounsiturated Fat/.g .. 
Polyunsaturated Fat, g. 
Cholesterol, mg... ...... ...... 

Protein, g 



. 3.5 
. 3.5 
47.4 
15.3 

. 100 
0.04 

.... 0 

. 900 
, 900 
, 100 
'97.4 
. 2.6 
. o!o 

. 0.0 
. 0.0 



Solid Fat Content at 10°C .... 
Solid Fat Content at 21. 1°C. 
Solid Fat Contort at 26.8 ; °C . 
Solid Fat Content at 33.3°C. 
Solid Fat Content at 37.8"C'- 
Solid Fat Content at 40.0X . 



C16:0 ...... 

C18:0 

C18^.,» 



iodine Value, Wijs ...... 

Saponification Value .. 
RVOC, U.S..EfiA. %,.. 

Total Carbohydrate, g 

Sugars, g. 

Dietary Fiber, g 
VjteminAIU.., 
vlfemih^Ci'mg.. 
Calcium, mg . 
Irohi.mg. .......... 

Sodium, mg 



95.4 
82.7 
49.6 
10.6 

. 1.5 

. 8.3 
19.4 
, 2£ 

. 2.8 
. 2 44 

... 6 

: 0.0 

...0.0 

. o.b 
. 6.0. 
; 6.0 

.... 0 
.... o 

.... 0 



Product is biodegradable. 
WECOBEE FS has an LOgo >5 ml/kg arid may cause minimal eye but no skin imtation. 
WECOBEE* is a Mistered t^m^ of S^an Cpmpariy. 




Storage* 
Handling 



Clearances 



FDA Status 



Additional 

safety 

Information 



Norma! safety precautions should 

it is recommend^ that WECOBEE FS be stored In sealed cpnfaibers at temperatures not 
exceeding 90°F (32*6)., Avoid overheating ... 

Standard Packaging: WECOBEE FS is available in 50 lb. cartons, 

WECOBEE FS is (approved under FDA 21CFR 1 70.30 as GRAS. 

WECOBEE FS is kosher Certified, 

All components of WECOBEE FS are listed in the chemical inventories of Europe, Korea, 
and Australia : 

WECOBEE FS has a Type IV Drug Maste* File^DMp) Mailable; 



A Materia! Safety Data Sheet is available upon request 

Nothing contained herein "grants ;br«tien(fe a 
the manufacturer or others. The information 

others. The iranufacturer makes ho Warranties; expressec" ;dr im to the accuracy, completeness, or adec;ua$ M- 

the information contained herein The manufacturer shaF or 
anyone for any direct, special or consequential damages arising out of or in connection with the accuracy, completeness, 
adequacy or furnishing of such informatton. 



Stepan $ 



MorchXtif 
Supersodas: 
JufyXKti. 
Pegoiofi 



Corporate Headquarters s ffrTe&^$€^^ 

Northfield, Illinois 60093, U.$A. UngM ruiis,'Cana^ Mexico 4«2-55is33.l6Sff 

847*446*7500 ■■847^1*2100 fax 

Website- www itttnxn torn M0S^}^ Kfi^tiom. #kW1^9083 . 

weosne. www.8iepan.com 




© 2007. Stepan Company. All rights reserved. 



Product: 
Name 

Chemical 
Structure 



CAS 



Typical 
Physical 



Typical 
Fatty Add 
Profilei% 



typical 

Chemical 

Properties 

Nutritional 

Information! 

(^^I^gramsy 



Biodegradabillty 



March2007 
Supersedes: 
July 2006 
flag* f of 2. 



WECOBEE® M 



H 
I 



H 



H -C. w C - C-H 
I I I 

0 o o 

1 I I 

c?=o e=o oo 
I I l 

R R R 



R = fatty adds from hydnogenated palm kernel oil 



68334-28-1 

• Coasa butter replacement for confectionery coatings 

• ;Dairy topping and baked goods! 



Appearance White to off-white solid 

Odor and Flavor Hand 

Melting Point, *C (°F) ., 35 (95) 

Smoke Point, *C (?F) 2321(450) 

Rash Point. PMCC. 'C (°F) >282(>540) 

ViscdsityV cSt at MIC .......... ........„....;- 35.8 



Specific Gravity at 40 o C ........ ...i. 

Solid Fat Content at 10°C ;...v...... 
SolidFatContentat21.^ 0 C 

Solid Fat Content at 26.8X 

Solid Fat Content at 33.3°C 

Solid Fat Content at 37.8X.. 



* * * ♦ •** *• » ♦ 



0:0......... . 

C8:0 

dl0;0. 

C12:0..;...™;.: ; :. 



0.2 
3.6 

,..,.„,,,.. ; 3.#' 
wastes 46.6 



:C14:0,..,..,,.... 

C16:0 

C1 8^0 

C18:T; 



Moisture, ppm ...... 

Free Fatty Acid, % (as oleic) .... 
Peroxide Value (PV), meq/kg;. 

Total Calories 

Calories from Fat at 9.0 caVg . 

total Fat, g .... ............... ., 

Saturated Fat, g..;...,...^ 
Monounsaturated Fat, g 
Polyunsaturated: Fat, g 

Cholesterol, jrng ; 

'Protein,.g ..................... 



200 
0:04 
.... 0 

900 
900 
100 
39.2 
0.8 
6.0 
6.0 
0.0 



Iodine Value, Wijs ....... 

Saponification Value ... 
RVOC; U:S. EPA, % ... 

Total Carbohydrate, g. 

Sugars; : g 

Dietary Fiber,;g,.. v ....... 

Vitamin A, IU , „ .., 
Vitamin C, mg . 
CalciumVmg. 
irenimgV.v;.;... 
Sodium, mg.... 



0.908 

. 95:i 
. 80.6 
. 51.6 
... 8.3. 
.... 0,6 

15.7 

... 8;6 
. 20;9 

.,, 0.8 

1.2 
242 
6 

0.0 
0.6 
0.6 
0.6 

0:0 

1,6 
6:2 
0.7 



Product is biodegradable. Additional information is available upon request. 



Toxicity 

Storage & 
Handling 



Clearances 



FDAStatus 



Additional 

Safety 

Information 



WECOBEE M Has an LDso >5 ml/kg and may cause minimal eye but no skin irritatioh/ 

Normal safety precautions should be employed when handling WECOBEE M. 

It is recommended that WECOBEE M be stoned in scaled containers at t^p^i^W^s rNOt 
exceeding 90T (32°G). Avoid overheating- 



Standard 
400 lb/181 kg). 



3; WEC0BEE M is avaHable in 50 lb cartons and 55 gallon drums (het weight 



WECOBEE M is approved under FDA 21 CFR 170.30 as GRAS. 
WECOBEE M is Kosher Certified. 
WECOBEE M conforms tpftheU 

All opponents of WECOBEE M are listed in the following countries; the registration numbers of 
the; active Ingredients are included in parentheses; United States (TSCA 66334-28-1), Europe 
(EINECS 269-820-8), Korea (ECL Serial No. KE-20177), Canada (DSL 68334-2&-U Australia 
(AICS 68334^8^ 

1). ' ' " 

WECOBEE M Has a typei^ 



A Material Safety Data Sheet is available upon request 

Nothing contained herein grants or extends a license, express or implied, in connection with patents, issued or pending, of 
the manufacturer or others. The infonnatlbn contained herein is based on the rnanutacUirefs own study and the works of 
others. The marujfackrer makes no^^ as to the accuracy, cx^mpleteness, or adec^jacy of 

the Irtfonration; manufeictof^ vendee's employees, or 

anyone for any direct, special or consequential damages an^ng c^ of wim the acwracy como^ 

adeo^c^ or furnishing of sulch information^ ■■ 




March 2O07 
Supersedes: 
July 200$ 
Pogo2of2 



Corporate Headquarters For Technics] Sewice CaS: NorthfieM. iL USA 800*745*7837 

Northfleld, Illinois 60093, U SA, ujngford *«2-55$S33.i6S7 
847-446-7500 847-501-2100 fax Vor^ppe, France *33-47fr50$.100 • ^ota; Cototrtto ^-1i^S8^ 
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Product 
Name 

Chemical 
Structure 



CAS 

Registry No> 
Applications 



Typical 
Physical 



Typical 
fatty Acid 
Profile; % 



Typical 

Chemical 

Properties 

Nutritional 
Information 
(per 100 grams) 



Warcft 2007 
Supersedes: 
JufyZm 



WECOBEE S 
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68334-28-1 



Dairy toppings and baked goods 



Appearance White to o#white flakes 

Odor and Flavor .... : ...;A. i ...-.i;........v..;... Bland 

Color, Uaii&Wh&^ M Mu.™*..*~*».Mi ?2;Red 

Melting Point, °C CP) ,. 44 (111) 

Density, g^L(lbsflJ,S.gal)1 0.90(75) 

Smoke Point; °C (°F)........ 232.2(450) 

Melting Point, 
open in X (°F) .... 43.0(109.4) 



C6:0.... 

C8:0 

C10:0.. 
C12:0.. 



0.2 
37 
3.4 
39.5 



FlashPbint, PMCC; *C (°F) .... 

Solid Fat Content at 10°C 

Solid Fat Content at 21 1° C 

Solid Fat Content at 26.8°C 

Solid Fat Content at 33.3 C C 

Solid Fat Content at 37.8°C 

Solid Fat Content at 40.0°C 



C14:0 

C16:0...... 

el8:0.;.. 
C18:1 



Moisture* ppm 300 jodiirre^iue^ 

Free Fatty Acid, %.(as oleic).. 004 Saponification Value 

Peroxide Value (J^ r me(^,...., r ^ ^:y.. 0 ■(^^^$^^^^l v x^ : f ^^ > . 

Total Calories.......,......,.......................;. 900 TolWCiHrbdh^ 

Calories from Fat at 9.0 cal/g 900 Sugars, g........... ..................... 

Total Fat, g 100 Dietary Fiber, g............. 

Saturated Fat g . 96.5 Vitamin A^ilA.:. 

Monounsaturated Fat, g 3.5 Vitamin Cj. mg... 

Polyunsaturated Fat. g.... , 0.0 Calcium, mg 

Cholesterol, mg ................................... ... 0.0 Iron, mg....... 

Pn/t^^/^^^^^l^i^.iJ^^ 0.0 Sodjum, mg. 

WECOBEE® is a registered trademark of Stepan Company, 



94;6 
75.2 
50.9 
22.9 
12.2 
9.3 



12.9 
10.1 

26;5 

. 3.5 

. 3,0 
240 

.; 0 

0.0 
0.0 

O.o 

0:0 

0.6 

0.7 
0.1 

o:7 



ft 



Bipdegradabiiity 
Toxicity 

Storage & 
Handling 



Product is biodegradable. Additional information is available upon request 
WECOBEE S has an LD50 >5 ml/kg and may cause minimal eye but no skin irritation. 

Normal safety precautions should be emptoyed v*en han 

It is recommended that WECOBEE S be stored in sealed containers at temperatures not < 
9d°F (32°G)i AVbid dvemeatihg. 



Standard Packaging: WECOBEE Sisiavailable irr 



«ght50lb/22Jkg). 



FDA Status 



All components of WECOBEE S are listed in the following countries; the registration numbers for 
the active ingredients are included in parentheses: Europe (EINECS 2^^20^), Canada (QSL 
68334^28-1); Australia (AICS 68334^1 ); PhilippinespiiSGS (5833^4^1 ). Korea (kE^20177), 
United States (TSCA 68334^8-1 ), ; Jaj>an (ENCS 8^) and C^iria^ElCS Pari 1) 

WECOBEE Sis approved under 21 CFR 170 30 as GRAS. 

WECOBEE S is also approved for use ; under FD£ 21 CFR imiOS, 176.216. 

WECOBEE ^jS^fias^ 



Additional 

Safety 

information 



A Material Safety Data Shel ls available upon request 

Noting contained herein grants or extends ate express or implied, in connection with . patent issued or pending, of 
the manufacturer or others, the information ^contained rmrejn fe based the works of 

others. The manufeKtarer makes no warranties,; expressedjor implied, as to:' tihie accural/, completeness,, or :adequacy pi 
the information contained herein. The manufacturer shall not be liable (regardless of fault) to the vendee's employees, or 
anyone for any direct; special or consequential damages arising out of or In connection with the accuracy, completeness, 
adequacy orfumishirig of sucM 




March2007 
Supersedes: 
*jfy2006 



Northfield, Illinois 60093; U.S.A. longrord wis, "c^ada 
847446-7500 847-501-21 00 fax v«bi^^ 

Website: www.stepan.com g^!ffiff M: mmmM$m i 
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int.O.:i 

R^. No . 887,719 

United States Patent and Trademark Office ^Registered bdu ii i*68 

RepgwaT ^^^^j^^j^j^i 

TRADEMARK 
PRINCIPAL REGISTER 



WITEPSOI. 



HULS mOISDORF AK1IHNGESELL- 
SCHAFT (FED 1^ OBJO^ 
FDEATJON) ; * 

FOSTFACH U65> 

TTlblSDORF, FED RE* GERMANY, AS- 
SIGNEE BY ASSIGNMENT AND 
CHANGE OF NAME CHEMISCHE 
WBRKB WITTEN G.MJBJK. (FED REP 
GERMANY COMPANY) WITTBN, 
RUHR, FED REP GERMANY 



FOR: PHARMACEUTICAL BASE J MA- 
TERIALS— NAMELY, supposttory 
MASSES CONSISTING PRINCIPALLY 
OF SATURATED FATTY AOD ESTERS 
OF GLYCERINE, IN CLASS 6 ONTJ CL/ 

FIRST USE 3-10-1^, IN COMMERCE 
1O-3-1960. 

SER. NO. 132,112, FILED 9-26-l9«l. 



In testimony whereof I nave hereunto set my hand 
and caused the seal cf The Patent and Trademark 
Office to M 



T ' 

COMMISSIONER OFPATBNTS AND .TRADEMARKS 



Thank you for your request. Here are the latest results frdm the/T^RR web server. 

This page was generated by the TARR system oh 2007- 12-6^ IX>:55:30 ET 

Serial Number: 721321 12 Assignment Information Trademark Document Retrieval 

Registration Number: 857719 

Mark (words only): W1TEPSOL 

Standard Character claim: No 

Cuwr^;St^ 

Date of Status: 1989-02-09 

Filing Date: 196 1^09-26 

Transformed into a National Application: No 

Registration Date: 1968-10-0.1 

Register:; Principal 

Law Office Assigned: (NOT AVAILABLE) 

If you are the applicant or applicant's attorney and have questions about this file, please 
contact the Trademark Assistance Center at TrademarkAssistanceCenter(g).uspto.gov 

Current Location: 900 -File Repository (Franconia) 

Date In Location: ZWtiilMi 

IACT APPLTCAKIXS)/^ RECORD 

l.HOLS TROISDORF ARTIENGESELLSCHAFT 
Address: 

HULS TROISDORF AKTIENGESELLSCHAET 

POSTFACH 1165 

TROISDORF 

Fed Rep Germany 

Legal Entity Type: Corporation 

State or Country of Incorporation: Fed Rep Germany 



GOODS AND/OR SERVICES 



U.S. Class: 006 (International Class 001) 

€>tiiss Stftttus* Active 

PHARMACEtJTlCAL BASE MAT 

CONSISTING PRINCIPALLY OF SATURATED EATT^^ 

Basis: 1(a) 

First Use Date: 1959-03-10 

First Use in Commerce Date: 1960-10-03 




(NOT AVAILABLE) 



MADRID PROTOCOL INFORMATION 

(NOT AVAILABLE) 

FRQiSECliPION HISTORY 

NOTE: To view any document referenced below, click on the link to "Trademark 
Document Retrieval" shown near the top of this page. 

1988-1 0-01 - First renewal 



1988-09-19 - Section 9 filed/check record for $ection 8 




Attorney of Record 

ANTONELLI, TERRY & WANDS 



Correspondent 

JAMES F. MCKEOWN 
SUITE 600 

1919 PENNSYLVANIA AVE , N W. 
WASHINGTON, DC 20006 " 
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Material Safety Data 
Witepsol MSDS 










product Name: Witepsoi 
Catalog Codes: SLW1078 
<^A^: Not available; 
RTECS: Not available. 

TSCA: TSCA 8(b) inventory: No products were fd 


Contact Information: 

Sctencelab.com, Inc. 
14025 Smith Rd\ 
Houston, Texas 71396; 

US Sales: 1-800-901-7247 
Ir^matonal Sales: «81U41^400 

una"- Order Online: SdehceLakcom 




Ci#:;NotiavaiiaB}e. 
Synonym: Witepsol H 15 Pellets; 
Chemical Name: Not available. 
Chemical Formula: Not available. 


CHEMTREC (24HR Emergency Telephone), 

1-800-424-9300 

International CHEMTREC, call: 1-703-527-38 
For non-emergency assistance, call: 1-281 ~< 


call: 

»7 

141^4400 





Section 2: Composite 
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Composition: 



Name 


CAS# 


% by Weight 


Witepsol contains: 




100 


Glycerides, C1G-C 1 8 


85665-33-4 


98 


1 ,2,3-Propanetriol (Glycerol or Glycerin) 


56-814 


j 


Fatty Adds, C10-C18 


None 


1 



Toxicologicat Data on Ingredient^: WM 







am 


wsmrnm 









Potential Acute Health Effects:. 
Hazardous in case or ey^ 
inhalation. 

Potential Chronic Health Effects: 

CARCINOGENIC EFFECTS: Not available. 

MUTAGENIC EFFECTS: Not available. 

TERATOGENIC EFFECTS: Not available. 

DEVELOPMENTAL TOXICITY: Not available. , ... 

Repeated or pro^ 




Eye Contact: 

Cti^ffiafa immediate^fiushv^^ 
fe^-i^iiui^..|^et< medM attention: 



Skin Contact: Wash with soap arid water- Cover the imtated skin with: an em^ 

Serious Skin Contact: Not available. 

Inhalation: 

If inhaled, remove; to fresh air. If not breathing, give artrfidial respiration. If breathing is difficult, give oxygen. Get 
medical attention. 

Serious Inhalation: Not available. 

Ingestion: 

Do NOT indui^ vomiting unless directed: to doso by -nrt^dical pereonrieL N^ver give anything by mouth to ah 
unroriscbus^i^ call a phystOTn irt^ Loosen tight 

clothing such as a collar, ifle^belt or^isi^nd.. 



Serious ingestion: Not available. 







Vbata 







Flammability of the Product: May be combustible at high temperature. 



Auto-Ignition Temperature: N^ ayallable. 

Flash Points: CLOSED CUP:^>2^C (392^yi 

Flammable Limits; Not available. 

Products of Combustion: Not available. 

Fire Hazards in Presence of Various Substances: 

Slightly flammable toflammable in presence of open flames and sparks, of heat. 
Npnrflammabfe in presence of shocks. 

Explosion Hazards in Presence of Various Substances; 

Risks of explosion ;^^ RrQd^ in presence.of medianical impact: Not available.; 
Risks of explosion of the product in presence of static discharge: Not available. 

Fire Fighting Media and Instructions: 

SMALL FIRE: Use DBV Chemical powder. 
l^GE FIRE: Use water spray, fpg^ 

Special Remarks on Fire Hazards: Not available. 



Special Remarks on Explosion Hazards: Not available. 







mmmmm 


mm 









Small Spill: 
Useappropn^ 

spreadingw^erpnthe^ 1 
requirements. 



Large Spill: 

If the product is in its soljd form: Use a shovel to put the material into a <X)nvenient'V^ste.disposal conteiher. If 



P. 2 



the prtxiucl is in its: liquid 

disposal . Finish cleaning by spreading - water on *he contaminated surface and allow to ^a<£^e t^ the 
sanitary system: Be careful that the product is not pre^nt at a con^ntration level above TLV. Check TLV on the 
MSDS and with local authorities. 




Precautions: 

Keep away torn heat Keep away from sources : of ignition, Empty containers pose a fire iisk t ^yai^^e thf 
residue under a fume hood. Ground: ail ^uipmeht c^ Do not breathe du^:^ 

eyes. Wearsuitable prot^tive clewing. If ypu feel unwp.^e^ 
possible. 

Storage: Keep container tightly closed. Keep container in;a cool, well-ventilated area. Dp not store above 23X (73.4°F). 




Engineering Controls: 

Use process erldosurels, local exhaust vehtil^on, or other engineering cc^trolsi to k^p airborne levels below 
recommended exjxssure limits. If user operations generate dust,^fe 
airborne <&nfcminan!s*belbw the<exposur$limit 



Personal Protection: ..... . x , .., 

Splash goggles. Lab coat. Dust respirator. Be sure to use^an approveKtfce^ 
Gloves. 

Personal Protection in Case of a Large Spill: 

Splash goggles. Full suit Dust respirator. Boots. Gloves. A self contained breathing apparatus should fee used 
to avoid inhalation of the product. Suggested protective clothing migHt not be sufficient; consult a specialist 
BEFORE handling this product. 

Exposure Limits: 

TWA: 10 <mg/m3) from ACGIH {TLV) [United States] [Glycerol] 
TWA: 15 (mjg/m3) from QSHA (PEL) [United States] {Gh/cerbO 
Consult local authorities for acceptable exposure limits. 











Physical state and appearance: Solid. (Solid pellets. 
Odor: Not available. 
Taste: Not available. 
Molecular Weight: Not available. 
Color: White, 


) 






pH (1%:soln/virater): Not available. 
Boiling Point: Not available 








Melting Point: 34*0 (93.2°F) 
Critical Temperature: Not available. 
Specific Gravity: 0.95 (Water = 1 ) 
Vapor Pressure: Not applicable. 









Vapor Density: Not available. 
Volatility: Not available. 
Odor Threshold: Not available. 
Water/Oil Dist Coeff.; Not available, 
tonicity (in Water): Not available. 
Dispersion Properties.: Not available. 
Solubility: Not available. 



' : : Section t lll^il^lfSl^^^^l 




Stability: The product is stable, 
instability Temperature: Not available. 




Conditions of Instability: Excess heat, incompatible materials 
incompatibility with various substances: Not available. 




Corrosivfty: Not available. 




Special Remarks on Reactivity : Not available. 
Special Remarks on Corrosivity: Not available. 




Polymerization: Will n^^ 






Routes of Entry: Inhalation. Ingestion. 

Toxicity to Animals: 
LD50; Not available. 
LC50: Not available. 

Chronic Effects on Humans: Not available. 

Other Toxic Effects on Humans: 

Hazardous in case^of ingestion* 

Slightly hazardous in case Of skin contact (initer1t) r ;of inhalati^ 
Special Remarks on Toxicity to Animals: Not available: 
1 Special Remarks on Chronic Efhdte on Humans:^ 

Special Remarks on other Toxic Effects on Humans: 

Acute Potential Health Effects: 

Skin: Causes skin imation. Exposure is not expected to cause jrityri^ 
Eyes: Dust caused mechanical irritation. 

Inhalation; Dust may cause irritation of the respiratory tract. Under normal use conditions, this product is not 
expected to pose a significant inhalation haaa 

Ingestion. Ingestion may, cause gastrointestinal (digestive) tract irritaton with discomforts nausea, and vomiting. 
No significant hazard Expected under normal industrial use. 

The toxicblbgical properties of this substance have ndtbeeri fully investigated.. 







Ecotoxiclty: Not available. 




BOD5 and COO: Not available. 




Products of Biodearadation: 

Possibly hazardous short tem degradation products are not likely. ^ 
arise. 




Toxicity of the Products of Biodegradatlon: Not available. 
Special Remarks on the Products of Biodegradation: Not available. 






Waste Disposal: 

Waste must be disposed of in accordance with federal, state and local environmerital 
control regulations. 




DOT Classification: Not e DOT obhtroned nraterial (United States). 

Identification : Not applicable. 

Special Provisions for Transport: Not applicable. 



\ ' ' 1 ? ' «£1^^iSiaW information ' • ■ 






Federal and State Regulations: TSCA 8(b) inventory: No products were found. 






Other Regulations: Not available. 






Other Classifications: 






WHM»$:(Car^ 

PSCL:(EEC): 

Irritating to eyes. 
S2- Keep bvrt of the rea^ of childreiv 
S4&- If swallowed, seek medical ^yte 
immediately and show this cpntai 






HM!S(U.SJV«): 






Health Hazard: 2 






Fire Hazard: i 






Reactivity: 0 
Personal Protection: E 






National Fire Protection Association (U.SJV,): 






Health: 1 






Flammability: 1 
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Reactivity: 0 
Specific hazard: 

Protective Equipment: 

Gloves. 
Lab coat. 

Dust respirator. Besure tbuse an 
approved/certifjed r^pirator or 
equivalent; 
Splash goggles. 




References: Not available. 



Other Special Considerations: Not available. 
Created: 10/10/2005 12:16 AM 
i^ttl^atecl: Wi0fWO5Mi$m 

The information above is believed to' be accurate and represents^ available to us r However, we 

make'ino y&rmrity implied, with respect to such information, and we 

assume nd liability msultiriQ 1mm its UsSrs ^s^/df 

Information for their particular purposes, in no event shall $cienceLab.cdm be liable for any ctaints, tosses; or damages of any 

third party or for lost profits or any special J 

ifSciencefLab^mhasbe^ 



This Sslhe html version ofcthe file Htto 

SFile/WITEiPSQL.PbF. : " _ /' " " . ~ * 

G apg I e automatic^ 

To link to or bookmark this page, use^etfpH 

qwcache : RJXbhSM SOsJ: ww . feigver . com/Cat alogo .nisi f / voSRep/WITOPsbt 

Google is neither affiliated with the authors of this page nor responsible for its content. 



These search terms have been highlighted: witepsol 
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PRODUCT INFORMATION 

26:i3;056e/09;99; 



WITEPSOL * is a white, odorie^ Har^ Fat, consi^g of giycerj 



Chemical and Physical Characteristics 



jyp* 



Ascending 



Hydroxy! Iodine value Per<wdde Acid vahie Sapo 



melting point value 



value 



tion * 



mgKOH/g 



meqni O/kg ing.KOH/g 



Method. EP 2.2.15 vEP253 EP2.&4 EP2£;S 

WITEPSOL H 5 34.0-36:0. max. 5 max -2 max:! 

WITEPSOL H 12 32.0-33.5 <5:~\5 max. 3 \m&$ 



jEP^S.1 



EPZ 



max.0;2 


235?: 


:max.0.2 


2AQ;r) 
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Printed from: Pharmaceutical Excipients. Iumdon: Ptoaim^ 
Lanolin 



1. Nonproprietary Names 

BP: Wool fat 
IP: Purified lanolin 
PhEur: Adeps lanae 
USP: Lanolin 

2. Synonyms 

Anhydrous lanolin [SOQ^Sfi-O] 

4. Empirical Formula and Molecular Weight 

The USP 28 describes l^plb asihe pi^edwaxtlifce std^teac^ o^^ sh€^, 0^is 

aries Linne (Fam . Bovidae), that has been cleaned, decolorized; and deodorize. It (kmtains riot more than 

to20Ojppm of buty^at^ hydipxyto 

Section 18; 

5. Structural Formula 
See Section 4. 

6. Functional Category 
Emulsifying: agent; oiritomt base. 

7. Applications in Pharmaceutical Formulati^^ 

Lanolin is widely used in topical phamaceutical formulations and cosmetics. 

Lanolin may be used as a hydrophobic vehicle;and in the preparation of;waW-in^ ointments.; 

When mixed with suitable vegetable oik or with soft paraffin, it #odix^^^ 

skin arid hence facilitate the absorption of drugs. Lanolin mixes with abputitwice^ 

without separation, to -produce 'Stable emulsions that do not readily become rancid ^ on stpr^e. 



See also Section 18: 



8* Description 



Latoliim^ 

is a c lear or almost clear, yellow liquid. 

9. Pharmacopeial Specifications 

See Table I 

10. Typical Properties 

Autoignition temperature: 445°C 
Density: 0.932-^.945 g/cinS at 15°<S 
Flash point: 238*C 
Retofctive index: n$ » 1 ;4?8H^482 

Solubility: freely soluble in benz^e, chloroform, ether* jmd petroleum spirit; Sparingly cold 
etfMbl (?5%)^more soluble M boUii^^ 

11. Stability and Storage Conditions 

I^oimtnayg^^ 

butylated hydroxytoluene is pen^^ Exr*>sure to excessive or prolonged beating may 

cause anhydrous lanolin to darken in color and develop a i^ng r^cidlike odor. However, lanolin may .be 
sterilized bydry heat at 150°C. OphA^mic oiirtments contsuning lanoffi 
exppsure to gamma irrafliation. ! 

Lanolin shod^ 

Normal storage life is 2,years. 

12. Incompatibilities 

Lanolin may contain prooxidants; which may affect the stability of certain active dings: 

13. Method of Manufacture 

Lanolin is a naturally (Koimng^ w the wool of sheep, Ovis anes IJinnfiffam 

^vidae). 

Crudedanolin is's^^ed with a weak aUbh^dtfo 
remove the aquwus phas^ 



partiaUy purified 

and the sol vent is remo ved by distillation. 
14- Safety 

Lanolin is widely used m cometics add a v 

Although generally regarded as a r^tox^ 
associated with skin hypers 

should be avoided & Other reports suggest that 'sensitivity' arises from fal^ positive^ 
H<^e>^,^hy^^ 

gcnmlpopiitotipn isestfo^ 5 -p^m0on^ 

SerisitMty 

than me total alcohol content/ ''T&e safety ofpe^cide residue fcta^ faasiafec^ been of 

concern^* 9 However, highly termed < hypoallergenic , grades ofjanoiin andjgrades with low pesticide 
residues are commercially available. 10 See also Section 1 8. 

15. Handling Precautions 

Ofe^yenorm^^ 

1& Regulatory Status 

Included in me FDA Inactive Ingredients Guide (c^tffcalnttc, otte^ topical, vaginal preparations). 
Included m^onp^titeral ml^dmeslicen^ 
medicinal Ingredients,.; 

17. Related Substances 

Cholesterol; hydroge^^ 
See also Section f8i 
Hydrogenated lanolin 

Synonyms: adeps lanae hydrbgenatiis; hya^erkted wool 
Acid value: <1:6 
Hydroxy! value: 140-180, 



Melting point: 45-55°G 



Saponification value: <8.0 



Water: <3,0% 

Comments: some pharmacopeias, such as the PhEur 2005 v contain a monograph fo^^^ 
This material is a mixture of higher aliphatic alcohols and stols obtained from the direct, ;High-pre^uxe^ 
high-temperature hydrogenation of lanolin during which the esters and acids present are reduced to the 
con^ppnding alcohols, Hydrogenated lanolin may contain a suitable antioxidant; the PhEur 2005 specifies 
not more than 200 ppm of butylated hydroxytoluene. 

Modified lanolin 

Comments: some pliarm^^ This 
material is lanolin that has been processed to reduce the contents of free lanolin alcohols and detergent ^nd 
pesticide residues. It contains not more than 0.25% w/w of water. The IJ[SF 28 specifies that it may contain 
not more than 0.02% w/w of a suitable antioxidant 

18. Comments 

Lanolin (tb£^ 

formerly contained monographs for ianolin' and 'anhydrous lanolin' in which the name 'lanolin* referred to 
uie material cOTt^ng^ 

monograph i ^hydrous lanolin) is deleted and the monograph for anhydrous lanolin is renamed 'lanoiin 1 . 

Since lanolin is a natujral product <^ s<^^, its phy^icad ch^racterMics: 

such as color, consistency; iodine value, saponification value, and hydrdxyl value may Vary 5 for the products 
from different sources. Consequently, formulatipns containing lanpjk 

A wide range of grades of tooto 

order to prpduc« hypodlergenic grades or grades with low p^esticide c^n^fe; 

Many lanolin derivatives are also: commercially available that have pn^rties similar to those of the parent 
material and include: acetylated lanolin; ethoxylated orpolyoxyl lanolin (, wateT-^luble); hydrogenated 
lanolin; isopropyl lanolate; lanolin oil; lanolin w^; liquid 1^ 

A specification for anhydrous lanptin is contained in the Fwd Chemicds C 

asibeing used as a masticatory substance in chewirig : g^b^ 

6. 

19. Specific References 

1 ; Smith GG, Fbnner DE, Griffin JC. New process for the manufacture ofsterile ophthalmic pintaierits; 
Bull Patenter Drug Assoc 1975; 2?: 18-25 ^^ 



2. Anonymous. Lanolin allergy. Br Med J 1973; 2: 379-380.^ bMcd > 

3. Breit J, Bandmann H J. Dermatitis from lanolm. Br J Dermatol 1973; $8: 414-416^^ 

4. KUgmanAM. The mytihi of lanolin aUeigy v G?n/^ JDe^^/« 108; ^3S^ifiWJ WM ^ 

5. Wakelin SH, $mith H, $0vJJ^$ al A retrospective analysis of cpntactallei^y io lanolin. £r f 
Dermatol 2001; 145(1): 28-31 ^M^) 

6. Clark EW; Estimation of the general incidence of specific lanolin allergy. 'J;St^^sm^-t!hm f i^f5^ 
26: 323-335. 

7. Clark EW, Cronin E, Wilkinson DS. Lanolin vri^ i^uced s^itizing^pp^tial: a preliminary note.. 
Contact Dermatitis 1977; 3(2): 69-74. 

8. Copeland CA, Raebel MA, Wagner SL. Pesticide residue in lanolin ^ 
261:242. 

9. Cade PH. Pc^cide residue in lanolin [Iett^]; Jri4m Med Assoc 1$89; 2<S2: 
10, S teel L Pure lanolin in treating compromised skin. Mo;^ 

20. General References 

Bamett G. Lanolin and derivatives. Cosmet foiletl9%6; 101(3): 23-44* 

Osborne DW. Phase behavior chaiactOTzation of qikto^ 
DmgDevJndPhdrm 1993; 10: 1283-1302. 

Smblinske SG. Himdbpoktf^ Drug£and£o^^ 
1992:225-229; 
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Analytical chemistry 

Biochemistry 
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Chemistry 
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Lanolin 

Lanolin, a grease from w^i^Wf^. ani^lSr-acfe^§ a skin 
ointrhent;, viai^ 

Lanolin is ^vool fet" or g^ it fs< 

produced by wool-bearing animals such as- sbfifiGi; arid; Is secreted 
by their sebace ouk gitands . Th^e g lands ape associated with Mir: 
follicles. Latiqiiin ac&as a ^ter^r^ftng wax, and recent studies 
indicate that antibiotics arealsb present in;the lanolin. It helps 
them to shed water from their coats. <&rtain breeds of she<ep 
produce large amounts^ 

performed by squeezing the wool between rollers. Lanolin is used 
commercially in a great many products ranging from rust 
preventitivejcoatings to cosmetics. Most or all the lanolin is 
rerr&ved^f^ into textiles :e,g, ygmw 

felt. 

Lanolin is often used as a raw material for pr^ticing^^ 

Medical grade lanolin is also used as a cream to sooth skin* 
Lansinoh cream, a product that spmete mothers use 

nn <nr*> and rrarkeri nipples, is ultrapure, hypoallieraeniG,; 
Bacteriostatic medical grade lanolin^ T^fe g lanolin can also 

be used t# tr^t;chapped iips /; d^pgr rashr dry skin, minor tuts, 
minor burns: arid skin abrasions^ 



• Lansinoh arid lanolin 

• La Leche Leaqufe international's stance on l an olin 



01-04^2007 01:16:19 . , 

The contents of, this articfe^are Jicensed ffom'Miklpje^ 



Int. CL: 1 

Prior U.S. Cls-: 1, 5, 6,10,^26 and 46 R^g. No. 2,054,931 

United States Patent and Trademark Office Re^stemi Apr jn.-mz. 
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CEODA INC (DELAWARE CORPORATION) 
7 CENTURY DRIVE 
FARSIPPANY. NJ 070544698 



FOR: CHEMICAL ADDITIVES, NAMELY, 
FATTY ACIDS FOR USE IN THE MANUFAC- 
TURE OF PHARMACEUTICALS, COSMETICS, 
NUTRITIONAL SUPPLEMENTS AND FORTI- 



FIED FOOD PRODUCTS^ IN CLASS 1 (U.S. 
CLSi i t 51 6, i6,,l6-AND,44: . - • ■ - w . 

FIRST' USE; 4-B1993; IN COMMERCE 
4-1-1993. 

SER. NOi 75^090,548, F^ED 4^1996, 

RONALD MCMORROW, EXAMINING ATTOR- 
NEY 
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Serial Number: 75690548 Assignment inforrriatibri Trademark Document Retrieval 
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Mark (words only): INCROMEGA 
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Current Status: This registration has been renewed. 

Date of Status: 2007-03-28 

Filing Date: 1996-04-18 

Transformed into a National Application: No 

Registration Date: 1997-04-22 

Register: Principal 

Law Office Assigned: LAW OFFICE 105 

If you are the applicant or applicant's attorney and have questions about this file, please 
contact the Trademark Assistance Center at TrademarkAssistanceCenter@uspto.gov 

Current Location: 830 ^Post Registration 

Date In Location: 2007-03-28 

LAST APPLICANT(S)/OWNER(S) OF RECORD 

l.CRODA INC. 

Address: 

CRODA INC. 
300 COLUMBUS CIRCLE 
EDISON, NJ 088373907 
United States 

Legal Entity Type: Corporation 

State or Country of Incorporation: Delaware 



GOODS AND/OR SERVICES 



International Class: 00 1 
Class Status: Active 

chemical additives, namely, fatty acids for use in the manufacture of pharmaceuticals, cosmetics, 
nutritional supplements and fortified food products 
Basis: 1(a) 

First Use Date: 1993-04-01 

First Use in Commerce Date: 1 993-04-01 
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MADRID PROTOCOL INFORMATION 

(NOT AVAILABLE) 
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BRUCE H. SALES 

Correspondent 

BRUCE H. SALES 
LERNER, DAVID, ET AL. 
600 SOUTH AVENUE WEST 
WESTFIELD, NJ 07090-1497 



Nutritional 

Our ranges of ultra pure marine and plant oils, proteins and peptides have been designed td meet the demands of fhp 
growing markets for condition-specific dietary supplements and functional foodi 

> incromega marine oil concentrates 

Crossenttal plant oils and concentrates 
¥ Nutritional proteins and peptides 



Incromega marine oil concentrates . 

The Incromega range is a new (generation of bmega-3 marine oilcom&ntrates 
that qffetenhanc^ b^ 

are manufactured using PureMax, Groda's advanced j^rffirajton 
concentration technology y With a minimum of ;3 molecular deflation steps; 
PureMax selectively concentrates the key fatty acid actives, EPA and/or DHA> 




whilst removing impurities. Compliant with PhEur and CRN monographs the Incromega range 
includes: 


Key product ranges 


Applications 


incrom^aTG7010SR; ; 
Incromega E7010SR 


Feeling stressed; tired, 

mood wiidh the Iraromep 7010 rang^ 


incromega TG60I5 
incromega EPA500TG SR 


Problems wfth pihl inflammation or a^^ 
lubrication for the 50* generation. 


Iraromega E4D0200 SR 
Incromega E4010 


Feed a child's brain and enhance thefr w Cost : 
effective EPA supplementation for ^ie health conscious parent 


Incromega DHA700TG SR 
Incromega DHA700E SR 


Pregnant or iactating? Maximum DHAferyqi^ 


Incromega DHA500TG SR 


Develop your eyes and brain, whatever the age. DHAitethe 
smart ingredient 


Incromega TC33322SR. 
Incromega E3322 SR 


A fishy business? Not any mc^. Nqw u benefits* 


Incromega TG3322 
Incromega E3322 


(^nteihing 60% tCRU 

well being;the first omega 3 concentrate to contain EPA, DPA 


Incromega Trio TG/EE 


The first omega ^concentrate to contain EPA, DPA artd DHA. Take 
control of your heart with the power of three. 



Crossentiai plant oils and concentrates 

Crossentials are naturally derived plant lipids including bmega-3, -6 and -9 
uri^turated addsLTO 

concentration and Super Refining technology and are available as high purity free 
fatty acids, ethyl esters and triglycerides: 





Key products 


Description 


Functions/applications 


Crossential EPO TG25 


Evenina Primmse Oil 


Atonic eczema PMS diabetic neuroDathv 


Crossential GLATG40 


Borage Oil 


Atopic eczema, PMS; diabetic neuropathy 


Crossential 5A14 


Edhium Plantaginium 


Ai^nfiam^ anti^wrinkie and 
skin smoothing properties, vegetable source 
of ERA' 



Nutritional proteins and peptides 

Croda offers high quality specialty proteins for convenience health food products, 
such as protein bars and sports drinks. They provide a rich source of natural 
amino acids, including glutamine, glycine, arginine, proline and two whtch are- 
unique to collagen. 






Key products 


Description 


Functions/applications 


Prpcol 


Hydroiysed marine, 
bovine or porcine gelatins 


Nutritional^ 
sports nutrition 



For more defiled product 



Health Care > Product Search > Results > Incnomega DHA500TG SR 



Product summary 

tncromega DHA 500TG SR 

High purity DHA (D^ 

Details: 

General Chemical Name: 



PhEur Monograph:: 
USP/NF Monograph: 
EINECS: 

Properties: 

Chemical group: 
Application category: 
appearance: 
Molecular weight: 
HLB: 



Docpsahexaenoic acid concentrate 
Omega-3 Acid triglycerides 

309-181-3 



Omega-3 fatty acids 

Oral 

Liquid 




Benefits / Properties: 



Applications:; 





Purer c»ncentratton of indivkSuaf DHA(500 mg/g) 


P.: Ketary:supplemehtS T maternal nutrition, infant eye, 


□ 


High bioavailability 


brain and nervous system development 


&■ 


Greater activity 


& Clinical nutrition 


o 


Very low peroxide and para-anisidine values 


; CH Disease management 


b 


Excellent taste and odour 


6 Functional foods 


a 


Low level of trace impurities 


& Pharmaceuticals 



Health Care > Product Search > Results* Incromega DHA700E SR 

Product summary 

Incromega DHA700E SR 

New high potency DHA concentrate offering 700mg/g of DHA - produced using advanced 
concentration and purification technologies and specifically designed to maximise me 
therapeutic benefits of this particular lipid 

Details: 

General Chemical Name: Dbcosahexaenoic add concentrate 
PhEur Monograph:: Omega-3 Acid Ethyl Esters 60 
USP/NF Monograph: 
EINECS: 



Properties: 

Chemical group: 
Application category: 



Molecular weight* 
HLB: 



309-181-3 



Omega-3 fatty acids 
Oral 

Clear pale yellow liquid 




Benefits /Properties: 

a High potency DHA concentrate {min .700 mg/g) 

Q EPA levels minimised (Wax 120 m^g) 

P Targets specific coWitfoiri^ more effectively 

□ Allows smaller and fewer capsules per dose 

D Encourages greater patient compliance 

s Ph Eur compliant 

o Excellent taste, odour and colour 

D Low level of trace impurities 

D iow peroxide and para-anisidine values 



Applications: 

a Matemaj ^ppiem^^^ brainy eye arid 

^ge^eraj d^elopment 
a Eye healtih 

° <^ni^ function in elderly 
Q - Depression; 

a Dyslexia, ADHD and dyspraxia 
o Central nervous system disorders 



Health Care > Product Search > Results >lncfdmegaE3322 



Product summary 

Incromega £$322 

High omega-3 polyunsaturated fatty add concentrate - ethyl-ester^ 
Details: 

deneral Chemical Name: Omega-3 polyunsaturated fatty acid concentrate 

PhEur Monograph:: Omega-3 Acid Ethyl Esters 

USP/NF Monograph: 

EINECS: 293-054-1 



Properties: 

Chemical group: Omega-3 fatty acids 

Application category: Topical; Oral 
Appearance: Liquid 
Secular weight 
HLB: 

Benefits / Properties: Applications: 

a Cost-effective omega-3 PUFA concentrate Dietary supplements 

Q High total omega-3 PUFA concentration (min 65%) Q Functional foods 
P 33% min EPA and min 22% OHA 
□ Contains 1 0% more EPA and DHA than competing 

products 
0 Punfied using Croda's unk^ 

process 

l^w levels; trace imp^ 
pesticides 

P- Low levefe of ^oxidation producte (low peroxide'and 

pararanisidine values) 
Q iuropean Pharmacopoeia com^^t.^^Suj^mert 

2000) 

o High omega-3 concentration alloys reduced capsule 
size 

® Lower calories per dose than standard fish oil 
a Low cholesterol levels 



Health Care > Product Search > Results ^ Incromega E4010 



Product summary 
Incromega E4010 

EPA (Eicosapentaenoic acid) concentrate - ethyl ester 
Details: 

Genera! Chemical Name: Eicosapentaenoic acid concentrate 
PhEur Monograph:: 
USP/NF Monograph: 
EINECS: 



Properties: 

Chemical group: 
Application category: 
Appearance: 
Molecular weight: 
HLB: 



293t054-1 



Omega-3 fatty adds 

Oral 

Liquid 




Benefits / Properties: 

° Costreffective EPA concentrate 

a High EPA (min 40%) and low DHA (max 10%) 

coru^htratioris; 
P" Purified usir^Cnida^ 

process 

9 Low levels of oxidation products (tow peroxide and 



□ Low levels of trace impurities eg heavy metals and 



° High EPA concentration allows reduced capsule size 
Q Lower calories per dose than standard fish oil 



Applications: 

-p- dietary ^ suppjements - cardlbvj^ujarand inflammatory 
o junctional footfe 



Health Care > Product Search > Results > Incromega E701 0 SR 



Print page 



Product summary 

incromega E7010 SR 

New high potency EPA ^hcentratBO^^ 70% EPA produced fusing ady^ced' 
concentration and purification technologies and specifically designed to maximise the 
therapeutic benefits of this particular iipld 

Details: 

General Chemical Name: Eicosapentaenotc acid concentrate 
PhEur Monograph:: 
USP/NF Monograph: 
EINECS: 



Omega-a-Acid Ethyl Esters 60 



Properties: 

Ghernical group: 
Apptotion category: 
Appearance: 
MplecuJarweteht 
HLB: 



Omega^ fatty adds 
Oral 




Benefits / Properties: 

o High potency EPA concentrate (min 70%) 

o DHA levels minimised {max1 5%) 

o Targets specific conditions more effectively 

° Allows smaller and fewer capsules per EPAddse 

o ErKourages greater patient compfo^^ 

P Ph Eur cdmpilaht 

jtf" ^celieht ta^tei odour and colour 

Q; Low level of trace jmpurities 

Q : Low peroxide : : and r^ra^anfekjlihe values 



Applications: 

a Mood dtord^ disorder) 



Health Care > Product Search > R^ufts > Incromega EPA500TG SR ; 



Product summary 

Incromega EPA500TG SR 

High purity EPA (Eicosapentaenoic add) concentrate - triglyceride 
Details: 

General Chemical Name: Eicosapentaenoic acid concentrate 
PhEur Monograph:; Omega-3 Acid Triglycerides 
USP/NF Monograph: 
EINECS: 



Properties: 

Chemical group: 
Application category: 
Appearance:^ 
Molecular weight: 
HLB: 



309.181-3 



Omega-3 fatty acids 

Oral 

liquid 




Benefits / Properties: 

a Purer concentration of individual. EPA (500 mg/gj 

o Hjgii bioavailability 

t? r^ater actlvfiy 

□ Very low peroxide and para-anisidine values 

Q- Excellent taste aMo(#ur 

s LowfevelM trat^ impurities 



Applications: 

o. Dietary supplements 7 ^cardiovascular and inflammatory 

disorders eg ^ 
: & Ninfcai nutrjtion 
# "Dise^ rnanagemen 

A Pharmaceuticals 



Health Care > Product Search > Results > Incrornega FD3322 



Product summary 

Incrornega FD3322 

High omega-3 polyunsaturated fatty acid concentrate - free fatty-acid 



General Chemical Name: Omega-3 polyunsaturated fatty .-add concentrate 

PhEur Monograph:; 

USP/NF Monograph: 

EINECS: 234-245-1 



Properties: 

Chemical group: 
Application category: 
Appearance: 
Molecular weight:, 
HLB: 



Omega-3 fatty acids 

Oral 

Liquid 



Benefits / Properties: 

n High total omega*3 PUFA <»hcentratk)n (mih 60%) 
33% minEPA and" 22%:mi*DNA 
tp% more EPA and DHA than competing products 
triglyceride is the natural ter^^^ 
PUFAs 

High bioavanability 

Purified using Croda's unique molecular distillation 
process 

Low levels of trace impurities eg heavy metals and 
pesticides 

low levels c^ o»datbh products (tow peroxide and 
, pararanisidihe: values) 
European Pharmacopoeia compliant 
Certificate of Suitably <Rp-CEP ^0Dr23^e>r W 
High omega-3 concentrations allow reduced capsule 
size 

Lower calories per dose than standard fish oil 
Low cholesterol levels 



Applications: 

o Dietary supplements 
a Fuh^nalfeods 



Health Care > Product Search > Results > Incroirnega Tri6 EE 



Product summary 

Incromega Trio EE 

the first selectively enhanced marine oil cont^ning EPA, DPAand DHA 
Details: 

General Chemical Name: Omega-3 polyunsaturated fatty add concentrate; 



PhEur Monograph:: 
USP/NF Monograph: 
EINECS; 

Properties: 

Chemical group: 
Application category: 
Appearance: 
Molecular weight: 
HUB: 



Omega-3 Add Ethyl Esters 
293-05*1 



Omega-3 fatty adds 

Oral 

Liquid 




. f- Request fS5©n& & 



Benefits / properties; 

a High potent salmon oil concentrate 
Min 55% total omega T 3 
15% EPA, 7.5% DPA, 30% DHA 
Strong consumer appeal 
Smaller and fewer capsules per omega 3 dose 
Encourages gmaier wr^mer compliance 
Industry-leading purity profile 
Condition-specific j^tomiahoe 
PhEur & CRN compliant 
Also available in triglyceride form 



Applications: 

® Dietary supi^em«nts r s^dfical1y targetted 

cardipyascular care and weftbeing. 
a Clinical ^ nutrition 
a Medidn^;fo^s 
Q Pharmaceuticals 



at 



Health Care > Product Search > Results > (hcromega Trio TG 



Product summary 

Incromega Trio TG 

The first selectively enhanced marine oil containing EPA, DPAand DHA 
Details: 

Genera) Chemical Name: Omega-3 polyunsaturated fatty add concentrate 
PhEur Monograph:; 
USP/NF Monograph: 



EINECS: 

Properties* 

Chemical group: 
Application category: 
Appearance: 
Molecular weight: 

HUB:: 



Omega-3-acid triglycerides 
309.181^3 



Omega-3 fatty acids 

Oral 

Liquid 



Benefits / Properties: 

0 High potency salmon oil concentrate 

o Min 55% total omega-3 

o Strong consumer appeal 

9 Smaller and fewer capsules per omega 3 dose 

P Encourages greater consumer compliance 

P IhdustryHteadihg purity profile 

^ Condition-specifib pen^rmarice 

P PhEur & CRN: compliant 

a Also available in ethyl ester form 



Applications: 

a Dietary^upplerr^nts, specifically targeted ^rt 

c^ioyasculat c^re.and wjeiibemg. 
a Clinical nutrition; 

o ,.MI^ri^.:jiqK^ 
£3 Pharmac«^cafe 



Int. CIs.: 1 and 3 

Prior UJSL CIs,: 6, 18* 51 and 52 

United States ^^^^^0^^ Offim Sfe^ 

PRINCIPAL 

ESTARAM 



DS INpUSTRiES APS <DENMARK CORPORA- 
TION) 
ISLANDS BRYGGE 24 
COPEimAGEK a v &E1MARK 

FOR; OIL-BASED INGREDIENTS USED IN 
THE MANUFACTURE OF COSMETICS; OIL- 
BASED PREPARATION FOR USE IN THE 
MANUFACTURE OF PHARMACEUTICAL 
FORMULATIONS FOR HUMAN A1OT VETERI- 
NARY PURPOSES; SUPPOSITORIES AND DIE^ 
TETIC SUBSTANCES , IN CLASS 1 (U.S. CLS. 6. 
18* 51 AND 52).. ' ""^ 



FOR:- ESSENTIAL OILS USED AS INGREDI- 
ENTS IN THE MANUFACTURE OF COSMET- 

PRIORITY CI^IKiC^ SEC. 44<D) ON 

DENMARK APPLICATION NO. VA05926/1987, 
FILED 9-4-1987, REG. NO. VR07484/1989, 
DATED 12-1-198?, EXPIRES 12-W999, 

SER NO. 73-7 1 0,454/ FILED 2-5-1988; 



FRED MAfcHDII^E^ 
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Address* 

DS INDUSTRIES APS 
ISLANDS BRYGGE 24 
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GOODS AND/OR SERVICES 
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1990-03-06 - Communication received from applicant 
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Iriti CL: 1 

Prior U.S. 0&: 1, 6 and 18 

Reg. No. 1,345,393 

United States Patent and Trademark Office ne^t^my%ms 



TRADEMARK 
PRINCIPAL REGISTER 



ETABUS5EMENTS GATTEFOSSE (FINANCE 

CORPORATION) 
36-<3IEMINDEGENAS 
SAINT PRIES FRANCE 69800 



FOR: RAW ^MATERIALS FOR USE IN THE 
PiEiARMAC^imCAL INDUSTRY AS EXDI- 
PIENTS FOR HARD GELATIN CAPSULES, IN 
CLASS 1 (US.CLS. 1, 6 AND IS). 



FIRST USE CWM978; IN COMMERCE 
0-CM98Z 

OWNER OF FRANCE REG. NO. i;i53,123,; 
iSATED 4^30-1 980, EXPIRES 4^30-19«). 
OWN^ Cfe U S. REG. NOV 934;777; 

SERi NO; 442#4lyFlI^ 9-7-1983, 

ROBERT RABINOWTTZ, EXAMINING At#QR- 
NEY' 
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Legal Entity Type: Joint Stock Company 
State or Country Where Organized: France 



GOODS AND/OR SERVICES 



International Class: 001 
Glass Status: Active 

Raw Materials for XJse iti the Bhantt Gelatin C^uler 

■Basis* 1 i(a) 

First Use Date: 1978-00-00 

First Use in Commerce Date: 1982-00-00 




Prior Registration Number(s): 

934777 ' 



Foreign Registration Number: 1 , 1 53, 123 
Foreign Registration Date: 1380-04-30 
Country: France 
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1984-09-07 - Approved for Pub - Principal Register (Initial exam) 
1984-07-26 - Communication received from applicant 
1 984-04-02 - Non-final action mailed 
1 984-03-1 5 - Assigned To Examiner 
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Domestic Representative 

Janet G. Ricciuti 



Probe into the Physical Properties of a Gelucire* 44/1 4 
Pharmaceutical Formulation 



H. Elmaleh . C.Neves , M.-APemn 

Aventis Pharma, 13 quai Jules Gu^de, 94403 Vrt^ 

The number of poorly bioavailablb drugs developed; by the pharmaceutical iiuiustry has 
considerably increased during the last few years. Different approaches to overcoming the 
problem are currently being used* One way is to disperse the drug substance (DS) in a surface- 
active carrier in order to enhance its bioavailability; this is. commonly called solid dispersion. 
This study will address the physical characterization of a Gelucire 5 -based solid dispersion 
formulation and illustrate some of its potential drawbacks in terms of D S physical stability. 

Gelucire* 44/14 is a semi-solid excipient freguendy used in the phannai^ 

mixture of glycerol and PEG1500 esters of long fatty acids,, Th$ ^iffixps 44 arid 14 refer 

respectively to its melting point and its: hydix^philic^ypopiiipC: balance; (HtB)..„A conventional 

manufacturing process consi^m^ &?G(an&^^ 

mixture? is then homogenize ^d pour^ m capsules. 

The DS used here is a well-crystallized monohydrate, denoted form A. As it dehydrates at 
this crystalline: form's thermal stability makes - it suitable; for a &dueire* formulation. 
Nevertheless, attempts to manufacture this fonnulation failed. When the DS was incorporated 
into the; liquid Gelucire^ , there wasa rapid increase in the viscosity of the, mixture, leading to 
complete solidification, which made it impossible to pour the prepar^ibn into die capsules. 
Decreasing the oper^ing temj^rature and/or the DS poncentt ation to optimize the process did 
not solye the problem; In ordei* to account for this phenommpn, a-pb^idd ch^cter^tion of 
both the lmxture audits indm^d ^m|)on«ijte was carried put?using ^ray ppwfe ^ffi^tibn^ 
(XRPiD), ; lugji temperature MRPD, differentM scanning caioriinetry <PSG), hot stage 
micrpseppy (HSM) and wata soipuoii/desorption; 

It is a particular combination xrf the p^ and Gducire* 

that caused the formulation process tb fail. Gelucire* is highly hygi^opic under higlfe 
temperature conditions. Foim A dissolves immediately in water; and a few minutes later tbe 
solution gels completely. Studies using microscopy and XRPD revealed that gelling proceeds 
from the hair-like moiphology recrystallizalion into a new crystalline form of DS (a dihydrate)^ 
denoted foim B. Thus, when form A is incorporated into liquid. Gelucire\ a fraction of it 
dissolves in the water taken up by the Gelucire*, subsequently crystallizing into hair-like Crystals 
(form B) and causing the heiated mixture to gel. 

During the manufacturing process, the Cheating :&scooling rates, holding time at; high tmperature, 
the prince of water in the earner, and the mechanical itengxari- all induce : im^ftaat pl^ical 
ti^formations of the DS crystals,, such as ^lutili^tipn, bydratib^^^ ptoe 
transition, re^^Hization.... As in^process. physical monitoring is y^; difficult to perform; 
analysis is usually done at the end of the manufacturing process. Therefore,, formation 
concerning the evolution of the physical state of the DS in situ is generally inaccessible. 
Investigation of the physical state of the DS in the formulated product' during processing and its 
stability over time still remains a major challenge. 




Chemicals: gelucire 44-14 
Basic Information 



Name 


gelucire 44-14 


Chemical Synonym 


PEG-32 glyceryl laurate 


CAS Registry No. 


121548-04-7 


Usage Note 


This information is pr:dyici& fyrm 
purposes. We do not sell chemicals. 



in the News 





Chemical 


Article 


Publisher X^ar 


4 


Pblyethylerie 
Giycdls 


Are pesticide^ 
unrecognized environmental 
danger? 


Environmental 
§$&$M : & Te&rnoiogy 


2005 



Hierarchies 

Path 'M Gh^micals > Organic Gh^icais % > Aicdhols % ^ Giycdls % > Ethylene 
Glycols % > Polyethylene Glycols 

gelucire 44-14 

® 2004-2007 Hount Desert: Isiarid^Bidl^i^ri^l^ratbry ; Afl rtgh^ ngsefvecl; 




Chemicals: Gelucire 50-02 
Basic information 



Name 


Gelucire 50-02 


Chemical Synonym 


G 50-02 


CAS Registry No. 


125622-72-2 


Usage Note 


This information ispmvided ^ s 0Se^ffl-0^- '^tteatfc^t 
purposes. tifei^ 



Hierarchies 



Geiycire 50-02 



[Jump to: Path i j R£th 2 | terrn Infatuation] 

Path>2: Chemicals > lipids % > Oils % 



Gelucire 50-02 



$8 » Gurated jnterac^on data ^ailable^^ =-Di&asedata available'; ■ ?=?«lG^airT3v^ tfat^'Vavaliable. 
© 2004-200^ All rights reserved; 




Chemicals: Gelucire 50-13 
Basic Information 



Name 


Gelucire 50-13 


Chemical Synonym 


G 50-13 


CAS Registry No. 


121548-05-8 


Usage Note 


This information is provided for research arid edu&tto^ 
purposes. We do not sell chemicals. 



Hierarchies 

[Jump to: Path 1 | Path 2 | Term Information] 

Path 1: Chemicals > Upids % > Fats 



Gelucire 50-13 



[Jump to: Pathol - 1 PatJig I Term Ijifo^matipW] 

Path 2: Chemicals > \4p^%m Oils ?* 



Gelucire 50-13 



Curated Interaction data available? $T ^Disease data available. B = Micfoamay dab available 
€> 2004^2007 Mount ; Desert Island Biological lUbpratory, AH rights neseiyed. 




urn 



Chemical name : lauroyl macrogolgiycericles (^.ty^xyhA^rliifKsX 
Physical appearance : Waxy solid 
Melting point : 44°C 
HL8 Value ; 14 



Food 


f*harma 


FCC 


GRAS 


USFA j; European food additive 

# r i 


JSFA 


p EP " 


^IJSP-NF 


•''F£>A:iI 



Applications 

GelucJre® 44/14 is a semi-solid excipient that is proven to greatly innpr^Vfe the 
poorly-soluble drugs; 

It can be used in a variety of formulation techniques (granules and 1&blet$) and it rem 

of choice for formulation in capsules. 

Slt^an be used alone or as part a seiiemiiisiiYing^rmulatfenw 



prat dosage forms 


Functions 


Tablets 


Ghew^fele 
tablets: 


Soft 
capsules 


. Hard ! 
^capsules; 


Oral ikjUteS 
fernitilatforvs 


J BtiayailMiittf ; 
i#*M*cer ' 


^elease-aQent; 


1 ' Tasted " 
vmaskint^. 
agent 



Documentation Request - Close 



/#ferartd:re^^ 



GEtUCIRE® 50/13 



Chemical name : Stearoy! macrogolglycerfdes (polyoxylglycerides) 
Physical appearance : Waxy solid in pellets 
Melting point : 50°C 
HLB Value: 13 



Food 


Pfoarma 


FCC 


GRAS 


• USFA 


European food additive 


JSFA 


EP : ' 


USP-NF 

' %^ 


FDA I! 

w 



Applications 

Gelucire® 50/13 is a ♦semi-solid exctpient that is proven to improve the bioayai 
soluble drugs, 

It can be used^in a Variety^of formulation technique!* fgrenufesiand tablets} and It rerti 
of choice fpr fdrmujatton in capsul^sV 

formulated in capsule Gelucire® 50/13 will confer a slow release profile due to its hi* 
When used in granuliatipn or othericpmbined appro|ch# f it 
;its bigh HLB. 



2 



Oral dosage forms 


Functions 


Tablets 

V. 


Ghewable ; 
tablets 


soft • 
capsules 


Hard 
capsules. 


Oral liquid: 
formulations, 


i Bioavailability 
enhancer 

L M,., 1 


Sustained 
releaseagent 

M ' 


Taste- 
masking 

"Vgertfc- 



Documentation Request - c(o$e 
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Usage Note 


This information is provided for research and educational 
purposes. We do not sell chemicals, 
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Emutcfre® 61 



General Information 



Tr,a*ie 
Grade 
Producer 
Chemical Name 
CAS Number 



Emulcire 

Emuldre€>61 

Gattefbssei 



Appearance 



CTFA/INCI Name 



Cetyl AJcohol, Ceteth-20, Steareth-20. 



J 



& Functional Ingredient 

> End Application 

.- skin care {facial care, facial cleansing, body care^baby cariB) 

- skin care (fecial care, facial cleansing, body eS^te^ & 
lotions 

- toiletries {shower ,& bath, oral eare^ hand washing^ antiperspirantsf; depilatory products, shaving, 
foot care) depilatories A^afler depilation: " / -i 

- hair care (shampoos, conditioner^ & styi^ >> ^atment prc«iucts 

Comments 
Allows the formation 6 

alone or in combinaison with Superpotystate: Forcreams with an excellent 'H$at sfebl% Used in: 
hands creams with a high percentage of glycerine and AHA products, 

> Quantitative Properties 



Copyright @ 2007 SpecialChem 



This is Goo g i e^che crf J Nov 
20, 2007 12:44:ti5 GMT. 
Googl e-s cache is the 

The page may have changed since that time Glft^ 
highlighting. 

This cached page may reference images which are rid longer available, Giic* here fet tte 
cadied text only . 

To link to or bookmark this page, use the following uri : ht t P i/y «™* . googie 

q»cache:hjvn>3NyisWgJ;i^.Ja:egU^ 

Google is neither affirmed with the authors of tots page w its content 



These search terms have been highlighted; annulare 




Home Company Ney^s intact, S^mafc Links ^tt^p^diict§ 



m 



yj 

a! 



We ar$ one of the largest. 
Belg|art1:raders r: 
distributors (exclusive* 
non-excifusive}, for 
chemicals arid allied 
products* cosmetics, 
ingredrents and' 
pharmaceuticals worldwide 

.Started jn^l&Si; under She 
name £ts George Anon, 
this business r vvas:acquiredi 
by . Ptbuvier & Kreglinger in 
1985 (since;; 199S;,G & 'Gi 
Kregiinger^ 
George Ariqn merged With 
Cy; Chemical Products 
Delahaye arid became 
Arton & Delahaye s.a. End 
of 2002> operations were 
restructured under the^ 
KREGLINGER EUROPE s.a. 

We distribute in Belgium./ 
Grand Duchy of 
Luxembourg / .the 
NetherlahdsV United 
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EMULCI&E® 61 

Physical appearance : Pellets 



Cetyl Alcohol (and) Ceteth-20 (and) Sieareth~20 

iQ/Wemu^^^ Aiiows^efo^ 
;stable emulsions in the presence of -"'^ffii^Lflt^f^^^B^.. 
Actives (depilatories, AH As, hair relaxers/ hand 
: cr^rniwjth;a higH^ 

Provides ^ be ii$ed alone; 

or invcombination vyith sMRPOli«TATi, 



■mm... 



| Purpose(s) : 

I emulsifier 



:. f,'i.y^v, 
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Emulsifier Product Catalogue 

Select a product below i6 re^ 



,■ Emulciro 61 
5i ijptifeeCBG 

~ grnullum 22 



GefctW 
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Name 
IN CI Name 
Physical Form 

Fuhctibn/Oescnptioni 

Applications 
Usage Levels (%) 
Q back to top 



P£G-8 Beeswax 



emuisfiief for creams, or lotions, excelled co 
lipophilic ingredients and inorganic povttfers 

makeup, skin care, sun care 



Name 
INCiName 
Physical Form 

Function/Description 



Emulcire 61; 

Cetyl Alcohol (and) Ceteth-20 (and) Stearett 
Pellets; 

allows the formulation of stable emMlsions in 
attiv^p^ heat stability 



/Applications: hSir^re, $kih; 

Usage.Leyefs (%) *W- 

Name ErhulfreeCB© 

iNCIName Ispsiearyl Alcohol (and) Butyjene Giyc^ Cot 

Physical Form Liquid 

c - *» in : *• ^ innovative emu&ifier^ree and PEG-free sysi 

Function/Description cosmetic oils, recommended for sensitive sk 

Applications hair : cSre; makeufcskiri care' sun care* totiel 
Usage Levels {%) 



Name 
INCIName 
Physical Form 

Fu nctton/Description 

Applications 
Usage Levels t%} 



Emuifree P 

Propane Glycol Laurate (and) Eth$eeHu!os 
isdstearate 

Liquid 

innovative oif^based emufsifier-free and PEC 
compatibility with medium to; high pfeianty 0if 
recqmmericted for sensitive skin prpduets 

m^0^M^^\Mfi (^f^; sun care; 



Name 
INCIName 
Physical Form 

Function/Description 

Applications 
Usage Levels ''(%)> 



Emuiium 22 

fjfeerj^nin PEG-20 Esters^ 
Pellets 

emulsifier for creams and iotipns, provides tf 
^readability and comfort .during application^ 

hair care, makeup, skin care, suri care 



Name 

INCIName 

Physical Form 

Function/Description 

Applications 
Usage Levels {%)! 
O back to top 



Emuiium Delta 

C^ryl i^cohol (and) Giyceryt 
26«(artd>Stea^th-26' 

Pellets 

emulsifier for creams\ adapted! to most cosrr 
brystal istructure 

hair care, ^in c^re. 



Physical Form Pellets 

ernulsite dedicated to^r^^^^iiicis-, 'pi* 
Function/Description icr^ro&lrS^ 

and^lounng products 

Applications hair ?c^re^skincare v sun rare^oiletnes 

Usage Levels (%) 



© 2003 - 2007 .iGattefqss^ ; C&nada Inci 
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Plurol® Diisostearique 

> General Information 

Trade Plural 

Grade Pfurp® biisosteanque 

Producer Gattefosse 

Chemical Name 

CAS Number 

[Appearance Liquid T 



. ■ [CTFA/INCI Name ' P6lyglyc»r^r3 Dit^^rate , ' ,3 

I 

> Functional Ingredient | 

" *" ■ " "" " "' " ■' "' ■" '•••*'•*■ % 

% 

■i 

> End Application 

—skin care {facial c^ 
skin care (facial care, facial cleansing, body care, baby care) » baby care 

- decorative cosmetics/make-up 

- sun care (sun protection; after-suri & sel&tanhing) 

> Comments 

PEG-free. Allows the formulation of cpld-prxx^ssecl emtilsipri$^j(San .Set us^cl ^^\{I^b6^^%'. 
combinaison with Plural Qleique (lotions^ Mascaras. Ebr dry skin!; 

> Quantitative Properties 
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ehemidex® 

The Formulator 1 s Search Engine™ 

powered by Chemidex 

Home | About lis | News [ Services 

Personal Care & Cosmetics > Latin America 

PLUROL DIISOSTEARIQUE 

by Gattefosse - USA 

A triglyceryl diisostearate that is. used as a water-in-oil emulsifier. 

View more deMson PLtJROL DilSOSTjARiOUE 

Document for PLUROL DIISOSTEARIOUE Dogih[Register to view 

Brochure. 

'M Plurol Msosteafique; An Advanced :.kp^^h^b-<hin\m^m:CA\ Phases (English) 

• TEXTURES: THE ART OF FORMULATION (English) 

Data Sheet 

• Data S heet (Eng lish ) 
MSDS 

• MSDS (English) 

Formulations for PLUROL DllSOSTEARiOUELoginj Register to view 

• Babv Care Cream (Formulation #MM 4896) 

• Water-In-Qil Foundation Cream (Formulation #MS 0085Y 

• Water-In-Oil Hair Care Cream (Formulation #MM 4861/B1 

• Water-In-Oil Moisturizing Cream (Formulation #PL 2696/Ct 

• Water-Irt-Oil Semi Fluid Lotion- Mineral Gfel Free (Formulation #PL 2748/A) 

• Water-lnrOil Sunscreen Cream (Formulation #MS 0124 V 

Product PropertiesLogin|Register to view 
Chemical Content 



• Ash 

• HeavyMetals 



• Water/Moisture 



Physical 



AcidNumber 

Appearance 

CAS* 

Color, Gardner 
INClName 
Iodine Number 
Odor 

PeroxideJ/ahie 
.Refractive Index 
Saponification Value 
Solubility 

Stability - Shblf I.ife1^dntM 



Company 

View all products from 

• Gattefos§e - USA Utin America, Personal Care & Cosmetics 



English Q 

Stan New Search 

Note: Access to the technical irifbnnatibn bd^ 

viewing data for Latin America; SMect:"Start,Nevy Si^h^;t^;^ew{t pother 
region. 

; // Free Access 




Streamline Your Search 

Easily Locate 

• isfew Ingredients 

• Data Sheets and MSDS 

• Formulations 



Industry Information 
Quickly Acquire 

♦ Product Samples 

• Technical Support 

Membership is Free 

Register Now 

chemidex.com | about us | services | contact us | Privacy Policy | Terms and Conditions 
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25, ceteth-25; s^f-^mulslfyir^ wsmtfsc base 
Hydrophilol ISO [Gattefosse SA] Propyteneglycd isostearate; CAS 68171 -, 

38-0; superfatting agent 
Isostearate teostearyle [Gattefosse] Isostearyl isostearate; CAS 41669- 

Labrafac<S>CC [Gattefosse; Gattefosse SAj C^pfy^^nctriglyoeritle; CAS 

65381-09-1;: extent o|y vehicle 
Labrafac® Hydro WL 1219'lGattefosse;:Gattefasse .SA]CapfyIic/ca|aic: 

triglycerides PEG4 esters; hy#qprujic 

solubiiizer surfactant 
Ubrafec®tytfr^hite^ 

eride PEG-4 complex; bioavailability enhancer, emiilsifier, solvent, ■ 

solubiiizer 

Labrafcc® Upophile [Gattefosse; tottefosseSA] Capi^^pric tngiyc- 

eride: CAS 65381-09-1; excipient vehicle 
labrafac® Upop^leWi 1349 [Gattefosse! Ca^ic^^.t^lyceride; GAS 

65381-09-1 ; superfatting agent 
Labrafac PC [Gattefosse] Propylene glycol caprytate/caprate; excipient 

amphipbilb oil, permeation enhancer; coemulsifier 
Labrafti® Isostearique [Gattefosse; Gattefosse SA] Triisostearin PEG-6; 

. .esters'; h^o|^fc^.^^^e«^it.- 

LabraffBD M 1944 CS (Gattefosse; Gat^osse SAJAprioot kernel oil PEG^v 

Osiers; CAS?974^91:0; hydro^ 

hancer, excipient . ., . .. 

ters;CAS 68440-49$ hydfophiltc oil 
timm M1989 CS (Gattefosse; Gattefosse SA} Olive 68 PEG£ esters;* 

CAS 103819-46-1; hydrophlc oil 
UbraWM 2125 C8 (Gattefosse; Gattefosse SA) Corn oil PEG-6 &ters- 

CAS 61789-25-1; solubilaer, bioavailability enhancer, coemulsifier 
Labrafil® M 21 30 BS {Gattefosse; Gattefosse SA] Hydbgenated palnVpafen , 

kernel oil PEG-6 esters; hydrophiiic wax 
LabrafB® M 2130 CS (Gattefosse; Gattefosse SA] Palm kernel oil, palm oil, 

PE&6, and hydrogenated palm/palm kernel oil PE&6 esters; hyo^ophfic} 

.wax, ■exdpientcoerhufc^ 

Labrafil© WL 2«>9 BS [Gattefosse] Corn oil PEG-6 esters; CAS 61789-25- 

1; bioavaitebilHyenharicer, emuisfer, excipient solubiiizer 
Ubrasol® [Gat^fosse; Gatiefb^e SA]'PE^ cia^icfcapric glycerife;/ 

£AS85536^ \ 
Uctofil [C^efoss^^^ 
;LA;$.[Gatt8fp^ 

ixcipieht ' . ' "*'.''* " ; . Z , ~. . ,' \. 7 , 
lauroglycol®90 (Gattefosse SA] Propylene glycol moiiolaurate; GAS 142- 

55-2; solubiiizer 1 "' " : " " 

LauroglycoUD FCC [Gattefosse] Propylene glycol laurate; CAS 142-55-2; ^ 
, excipi^co^ 
Upoctro A [Gattefosse SA] Ry^^ 

palm kernel glycerides; lipstick base 
Upoclre CM [Gattefosse SA] Hydrb^ 
. ; palm..kemel glycerides; lipstick base 

Upocim DM (Gattefosse SA] Hydrogenated p^mglycjente; hydrogenated 
palm kernel glycerides; lipstick base 

Maisine$ 35-1 (Gattefosse; Gattefosse SA] Glyceryl monolinbleate;- CAS^ 
: 2277-28-3;. excipient; v^icfe solutNto " ' 

MaisJne® FCC (Gattefosse; Gattefosse SA] Glyceryl liholeate; CAS 2277- 
28-3;excipientivehicJe 

M.O.D;'[Gattefosse; Gattefosse SA] 2-Octyldodecyi fnyristate;;CAS 22766-- 
83-2:erholltent; iexclj»ent 

Nionosteoi® [Gattefosse; Gattefosse SA] Propylene glycol monostearate;; 
CAS 1323-39-3; emulsifier/stabilizer, excipient * 

Monthyfcase [Gattefosse] Glycol stearate SE; CAS 8641 8-55S; self-emul- 
sifying base for o/w emulsions 

rvionthyle® [Gattefosse; Gattefosse ; SA] Glycol stearate; CAS 111-60-4; 

emulsifier. stai^izer, consistency enhancer,- excipient 

Neptuline® C (Gattefosse SA] Soluble arflagen;moistunzing film-former 
Olepal ISO [Gattefosse SA] PEG^ isostearate; CAS 56002-14-3; solvent 
Olicine (Gattefosse; Gattefosse ^]. Peanut glycerides; CAS 91744^77-3; 

food emulsified , ... . 

Oyucire WL 2944 {Gattefosse SA] Hemsyntofic glycerides; excipient 

Pancogene® S [Gattefosse] Mible coll^n; humectant ^ . . 
Peceol® (Gattee; ; Gattefosse SA);<3lycep/ltf 



maceutical excipient; vehicle 
PeceoJ tsostearique [Gattefosse SA] Glyceryl isostearate; CAS 32057-14- 

0; surfactant, superfatting agenti excipient' 
PbylderniD Vegetal C [Gattefosse] Hydroly^ soy prrteini.CAS- 68607- 

^^co»i^cf^m^^^a^•. . . . ...... J 

Pimm bihmsteariiiue [Gattefosse $$] ^olyglycerylr3dHsos^ate;^S| 

^242-6;-emulsiffer ~ " ' " * 

Plurol^ lsosteadque [Gatfefosse SA] Polyglyceryl^ isostearate; CAS 

12S928-07-2; emulsirier ...... . : : " .; 

Pluroi® OI#|ue [G^efosse/SA] Polyglyce^ 

5;en^fe/sbtubiiiza': , 

.48-1; emiftiffen soiubizer, vehicle, thfckerier' 
Plurok&SteanqueWl Mm [Gatt^dsseS^ R^igiyceryN5 distearate; CAS 

34424-97-0; excipient, consistency agent stabflizer ....... 

PolysfeteC^ 

self-emulsifying cbsrnetic base 
Pmdfac ATO [Gattefosse SA] Cetyl patmitale; CAS 540-1 (W; excl^t, 

6blefing ^ent and lipophilic matrix 
Pnsclrol ATO 5 [Gattefosse SA] TripaWtjn and tristearm; excipient, ta^etirig 

^eriibWer;lubh^nt: 
Pr^rbl WL 2155 ATO (Gattefosse;.Gatfefos$e SA] Glyceryl djtfetearate; 

CAS 8067-32-1; tablefing ^ ^fentexdpieni; 
Sedefos 7m [Gattefosse; Gattefosse SA] Glycol stearate, PEG-2 stear- 
ate, and tri!aneth-4 phosphate, se^-ermilsifyirig «>srr^^|pharm«^Jtk^I 

base ' 

SI^EOO^) [Gattefosse SA] Blends of exdpients, surf^ants, cbsurfactsnts, 

a lipid phase/and m ad^mpd.; dag d^v^y sysfem 
^ubifisanty2420 [Gatte^) 

Solubitisarit y2428 [Gattefosse] PEG-40 hydrogenated.castbr oil, polysor- 

bate 20, octexynd-11; solubiizer 
Stearate 1500 [Gattefosse SA] PEG (1500) pafrnitostearate; ^ solvent^nul- 

sifier 

Sucro Ester 7 [Gattefosse SA] Saccb^ose distearate; CAS 27195-16-0; 

food emulsifier, wetting agent;crystalli2ation inhibifor 
SucrbEster 11 [Gattefosse SA] Saccharose mono/distearate; -food emulsi- 

fier; wetting ^e^tco^i^ation inhibitor ...... , 

Supapolystate^ [Gattefosse SA] P£&6stearate SE; CAS «)04-99-3; sel^ 

emulsffying gelling co$metic^pharmadeuticai base . 
$uppcdre& A [G^tefosse SA] Semisynthe^ glycerid^; excifHent, sup- 

posftbry.base 

Suppbcire® Al [Gattefosse SA] Sern%nthe^glycerk^, excipient, sup^ 
. po^tiy;b^5 /' ., , ,M : ; 
^ppocire® ADM [Gatt^ss^^ 
p<»itbry:b^e * 

Suppoclre® AIMl. [Gattefosse ^J Seniisynttietic glyc^d^; excipient 
suppository base 

Suppoclre® AM [GattefosseiSA] Semisynthetic glycerides; exctpfent, supr 

pository base 
Su^lref AMt (^ttriosse SA] Sen^ 

pository base 

Su^ocire® AP [GattefosseSA] Sa&irated fK>^rycctfized gfycertdes; ex- 
. dpierrt/suppps^base , ° ' , :?".'"' ' ,< 

Sui^n^AS2[Gatt^os$eSA] S^iisynthefc g!ycerk^;ex^ten^^^ 

pository b&e _ „. , 

Suppocire§ AS2X [Gattefosse SAJ Semisynthetic glycerides. exciptent 

suppository base 
Suppocire® B^Gattefc^ SAJ.Serr^yn^ 

pository base ." . f 

$upp0cire®BM [Gattefosse SA] Semisynthetk; glyc^d^;;exdptent$up^ 

pository base ..... 
SuppDcire®BML [Gattefosse SA] SMsyntheUc glyceric^"; exciptent, sup; 

pository base 

Suppocire® BP [G^efosse.SAl.Saterated.polyjglyco^ :ex-. 

cipfent suppository base 
Suppocire® BS2 [Gattefosse SA] ^misynthetic glyce^o^Si^^ient.sup: 

pository base 

Suppocire* BS2X [Gattefosse SAJ Semisyritr^c glycerides; excipient, 

suppository base " 
jSup^lr^ C [Gtebsse 

SuwoSr#^:t^ By^enay pdm glycerides, Hydrogen 
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PLUROL® DIISOSTEARIQUE 



Chemical name : Poly glyceryl <iiisostearate 
Physical appearance : Viscous liquid 
HLB Value : 4.5 



Food 


Pharma 


!■ FCC : 


GRAS f 


USFA : 


European food additive 


! 35FA 


ep: 


USPrNF 





Applications 

Plurol ® Diisostearique is a W/0 pEG-free emulsifieri. 

Used at concentrations ranging from 3% to 6% f it forms very stable creams with hig** 
arid a light non-greasy texture and easy spreadabitityelegant with firm texture. 
This product js highly raromrnepde<ji; fat ,£heii?i^ <and. can; be :M$ed ir 

methods; 



/ Topical formulations 


Functions 


Creams and 
lotions 


emulsions and 
gels 


Emulsifying 
base 

, -%jf \ 


Thickening 
agent 


Emollient 


Penetration 
enhancer 


Soiubiiizer 


Surfactant 


SUI 
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hibitor, surfactant 

Aqualox®236 [Gateway Additj Amine carboxylate; Unmeant corrosion in- 
hibitor 

Aquaiox® 240 [Gateway Additjtoine^ 
inhibitor 

Aquaiox® 242HT-90 (Gateway : Adc^]^Affnlne % ajett-6i : pr9: .abklsr ponofiion 

inhibitor, hydrotrope 
Aquaiox® 2268 [Gateway Addit] C6rrosk>n inhibitor, lubricant 
Aquaiox® 2295 (Gateway Add*!] Rust preventive oohc. 
Aquaiox® 2320 {Gateway Addit] Corrastori;^^ 
Aquaiox® 2328 [Gateway Admj Cono^ . 
Aquaiox® 2500 (Gateway AoVJiijCorrosbni . 
Becrosan® 21 28A [Gateway /u^iiffi^^ cor- 

rcsion mhiiaiof intermediate 
Bio-Base GT-SGOO [Gateway : Addit J Sodium sulfonate, branch; chaired sat 

ester as ha €^hiiyiftsr;::e^iblsli^r t^^/^fNFTikxpl^i; pofr^^lh^oi 

lubricant V 
Bio-Base GT-9001 [Gateway Addit] Berated sodium sulfonate, branch 

chained sat ester as sec. emutsfe emulsified lubricant dtspersant 
ducat® C [Gateway Addit] Polyisol)utyiene in mineral oil; tedriness agent 

lubricant 

Semi-Synthetic Base 2550 [Gateway Addit] Base, lubricant corrosion in- 
hibitor, wetting agent 

Semi-Synthetic Base 2&0 [Gateway Ao^tjBa^^ 
hibitbr,wetfing^eht : 

Soluble Base GT-1150 [Gateway Addit] Mixt of tjigh rn^sodlurh sulfonate, 
sec emulsifier sys^ . 
corrosion inhibitor 

Soluble Base 0T*15OO [Gateway Addit) Mixt of sodium^ 
emuisffienermilste 

Soluble Base GT-1700VN [Gateway Addit) Mixt of sodium sulfonate, sea, : 
emulsifier system, and coupling agerrtsf emulsifier base, corrosiontnhibi- 
tor ... i 

Soluble Base GT-1700VP [Gateway AdcfitlMjite'tf 
emulsifier system, aid coupling agents; emulsifier base, corrosion inhibi- 
tor 

Syn-Ester® GY-10 (Gateway Addit] High; m.Wv polymerized ester lubri-; 
cant EP agent 

Syn-Ester® GY ? 15 [Gateway Addit] High m.W;: jxjiymKized, ester-.iubri- 

caht;EP. agent . . 
Syn-€ster®GY-1S (Gateway Addit J Syn h^hmw.polynwized ester; 

;erhulsfter ^ ' '.' " ... • 

Syn-Ester® GY-25 [Gateway Addit] Highmw: polymerized ester; ; lubri- 

•c^EP-agent 

Syn-Ester® GY-35 [Gateway Addit;] Syn, plymerized ester; ^..emufeir : 
"fier .. . . 'X " .'" ' . \ 

Syn-Ester® GY-201 (Gateway Addit] High m;w. ^branch^d charn satu-- 
ra^ ester; EP^ehtju 

Syn^tei®GY»3&t[Gat^^ 

Syn-Ester® GY-S30 (Gateway. Addit] Polymerized ester; lubricarC vise, 
index improver 

Syn-Ester® GY-HTO (Gateway Addit] High mw polymerized ester £P 
':ager)t.lubrtotcqn'OSk>n-WMor- "* 

Syn-Ester® SE-110 [Gateway Addit.] Suiiurized polymerized ester: lubri- : 
'cant, EP agent 

Syn-Ester® SE-115: [Gateway Addit] Sulfurized polyrnerized este^lubrh. 

cantEP agent s 
Syn^stei® SErl20 [Gateway Addit)- ^Sulfunz^ polymerize 

cant EP agent 
Synthetic Micro-Em^ 

[base; lubricant 

Gattefosse 

Gaitefosse S A, 36 Chemto d^ 
France (Tel: 33 4 72 22 98 00; FAX.33 478 40, 45 67; Internet: 
www.gattefosse.com)' 

Gattefosse (Deutschland) GmbH. Rheincenter, Hauptstrasse 435, 79576 
Weil-AnvRhein, Germany (Tel: 4976 21 720 07; FAX 49 76 21 792293; : 
E-mail: tmagnet@gattefosse.de) 

Gattefosse A,(L Haidenstrassetil. 60M Luzem, ^itzedand (Td: 41,41 



4^0 49;^;.FAX'4i41 41ft 

Gattefosse (UK) Ltd., Arc House, terrace Rd South, Binfield, Bracknell, 

Berkshire, RG42 4PZ, UK (Tel: 44 1344 86 18 00; FAX 44 13444514 00) 
Gattefosse" Italia siX/Via.Oergahino 20, 20158 Milan, Italy (Tel: S9 239 

31 40 73|^3pS^^ 
Gattefosse Espana, S A. Avda. Diagonal 460 6°A, 08006 Barcelona, Spain 

{Tel'.348Q4160520-iFAXM ; .; 

Gattefosse^-; 650 From Rd.,;Pa^ USA (Tel: 201-265^ 

4800; FAX 201-26^853; E^l^^ampl^^ 

ifern^wv^ 

Gattefosse Canada, Jnc^TII DevoniPt, BatetfUrfe, C^etec; r^X2T3; 
* Canada !frer|51^7^1f FAX ;51445^22;;E#aii: jasnfihep® 
gatfefossecaxom) 

Kangnamgu, Seoul, 135^,:Kdrea {1ei:t82 2 506 3877; 82 2 568 
0425) 
Trade Moni&s' 

Anttstatlque WL 879 [Ga^sse] Sorbitan caprylate; antistat 
Aprfil® (Gatielb^ 

jzer 

Atowax [Gatob^lAtoir^ agentemul- 
' sfenslabfe stiffenir^. agent 
;Brfilartce51£^ 

,iose;aJsm^iri^ " * 

Capryol® PGMC [Gattefosse SA] Propylene glycol monocaprylate; ^ 

31565-12-5; soiubiOzer. , ..... . 

Cetasal [Gaitefesse] Propylene glycol .stearate, stearic ackl, TEA-«tearate, 

sulfated castor oil; gelifying , self^muterfVing b^e fpro^ d^arrts 
Compricoat [Gattdosse] PEG-20 behenate; ©c^ntcoating apnt emul- 

. sifesoltoBzefewS^^t: :\ . . .. . 

Corn^ritol ^8 (Gattefosse, Gattelosse SA] Tribehenin; CAS 18641 -57-1 ; 

©(dpi^it lubricant 
Ccmi^^mATO [Gattefo^^^ 

5^1; food ermilsrfier/exdpient lubricant binder .. . „ . 
Compritol HD5 ATO [Gattefosse; Gattefesse SA] PEG^ behenate and 

tntehenih; excipimt lu^ 

erhbient . ' ' 
Eimiicire 61 [Gaaefosse„Gatteft^e SA] Cetyt aloohol, cetethm and 

steareth-20; seff-emulsityingbase > , ; 
i Emulium® Mta [Gatobsse] Celyf akx^iot glyceryl stearate, PEG-75 ste^- 

^,06^^20, s^retrv20; emulsifier :N v . . .. 

Fondix G Bis (Gattefosse SA) Propylene glycol, sodium rnetriyiparaben, 
'sbdum 

vative _ 

Gatuiine® A [Gattefosse SA] Pifewort (R^uhculus ficaria) extract;GAS 

84929-74^8; skin treatm^iit ^ 
Geleol® [Gattefosse; Gade^SAJ.G^ 

emulsifier, opacifter, excipfeht 
GeW ;S*® [Gatldosse;- Gattefosse SA] Glyceryl stearate and PEG,75ste^ 

ate; setf-^rrmisrfylng cosn^c^rmaceutlcal base • excipient 
Getudm 33^1 [Gattefosse SAjGlyc^ 

USP/NF; excipient, carrier, vehicle, antioxidant 
Geiucir>;37/02 [Gattefos^ SAj^Saturated polyglycolized glycerkies; : ;ex- 
, .jap«rfe,., J V'.. 

Getucire 39/01 [Gattefosse] Glycerol,estfirs of sat C12-C18 fatty acids; 

exdpieM^ ' N 
Galudre 43/0i (Gattefosse] Glycol- estete^bf :^t C12-C18;fa8y acids; 

exd^t'vdSle; cor^y^fa^agert , I 

-GbludrW^f [Gatt^ss* 

isoliibiflzen ertolsrrW' 9 

Getucire 50702 [Gattefosse ^];^rated pp^lyipolizecl glycerafcs; ; ex~ 

ctpiertt " ' 
Gelucire 50/13 {Gattefosse SAJPEG-32 glyceryl palmitostearate; excipient 
Geiuclre 53/10 [Gattefosse S A] PEG-32 glyceryl stearate^ excipient 
Kydrlne® [Gattefosse; Gattefosse SA] PE02 stearate. CAS 9CNM-89-3, 

thickener, g^nt stabilizer- 
Hydrolactol 70 [Gattefosse; Gattefosse SA] Glyceryl stearate, propylene 

glycol stearate, glyceryl Isostearate, propylene glycol lsosjEe^ate t ;pte«i- 
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Technical Service Centers 



Global i@tw0.rk: Serves Irtternitional Clentefm 



Globalisation has affected companies, 
market! end terms of business. Today, 
Interoatlorwsl companies demand con- 
stantly available services bi addition to 
high-quality products. To function 
independently around the globe, 
; Pharma Penned* : <rf$mftt 
rwtworkol Tunica! Service Utw» 

-f-tic pharmaceutical maticf continues («> 
1 become a m»w global bi.-ihjrsv N'oj 
only are ike tradUionaflyjK^nSml trhdtina- 
tinaa! companies' expanding into.' oiher 
: markets, hue regional eompames are rapid- 
ly expanding - : 'irii«irna^k^iy^^M : ^lo^^ 
-foation ^creates a need for coh^enrand 
;eXttssiye tcdinical stmport -.a* projects may 
move: from development u>- scale-dp : UJ 
different parts 61 the world. So response'to 
this etnergmg need for e&ricnt. gktoal sup- 
port,: fttarma Polymers ; has built local 
experd^wriht knowledge .-of .the relevant 
custonier >t run ures arKj;bt«teS^i^ttfi^ 
in China; .ta pa n a nd to dia, as welt as ret n - 
forcing presence in t f »c European <md US 
markets.' "Our present is being expanded 
and strengthened to provide rapid and 
.reliable soltfionstn the regions where cas~ 
tonx'rs themselves -...'are d^ng- busing/ 
cbnfici T>r. Randy Bull, Global Business 
Manager for EUDRAGrf*. *Wr have, been 
^defivcting^^ 

time now by providing the best possible 
:pra&ktea$d expertwe for htodified release 
iorai dosage form appltotmns Now we can 
offer even more: services and projects for 
and ai partnership . with our cujnonicrs 
provided by mm site* mw^dwirfcv along 
wim^suppoai and cpnsidthig,* According 
to Dr. Briglne Skakky, who ha* managed 
the Teehnkal Service Center; uV Darmstadt 
for, the -'pest two yeari * Our «fritgth In 
: global Imsinvsi H our ability to provide 
babble ; R'rvites' - to unaW companies 
'^'Uii^ith^trnwn .\e^ifcA&:is : wtt\K 
to nw|orlmcrnaiiwaJ corporations,* 



Global business, regional support 

;Wh)lc major > pharTnaa-iit ical cpinpantes 
arc '.'.global players, .trwy 'Operate via 
regknial branHiei. ivhkh in turn work 
■riosefy together on international propcii, 
rrhlnk globally, act locally" appjtcs'per- 
fectly to Phanma Polymers, "dor global 
network of technical laboratories enables 
usto su|»pon our customers in any phar- 



ln« er „a„o„,IT e chn,c al5 e,„c e 



: K ' 



proximity to major phainwmniesl com* 
panics, ti$e thodem laboratory there 
focuses on applications technology. "Jo 
addition to lull-sc rvke customer support, 
we conduct rcsratch prnjects on m.s- 
taincd-releasr applU-ations and «*aii»g 
pfotesscs/ explfin* lab Manager &i 
Nasser Js'yaroweya. "and we aKo oJfet 
application tecnnoSofir* workshops for Uie 
beoeih o( out customers, jiw hie the 



from Pharma Poiymers 



mabeutic&l market/ explattts Randy Bull, 
-while being assured of suppt^rt and serv- 
ices at the same high tcvei v\ quality any- 
where in the workL We cm mm in 
-,prod»a devcUtpmeiu in one region and 
supp<u ! . stale-up in another using k>cai 
rewurce* in e<u:i> case, " 
' •Tlie^e : 'kwicH^ti^^p!)ewt^ mp? 
port 5ervk^,.dryclpprn^ prt'^ctioti 
trtmblcshi>otirtg. and custwncr-taUored 
projects, sttch as drug product dcvelop- 
•ntetp. fortnuioik m.rnodi^ 
ity -su»dici prmrw optlmiiatitin and 
: : 5cale;pp/iec^no1pgy > transfer up ;to the 
dinleai prcparatiorts stage under 0»MP. 
condit k>m as well as a wide rangt of 
analytical services. 'Each partnership h 
atsioTnizai to. tire diem'n apphcalloii 
with deveiopmem tneeiings and ptdc> 
sitmic^eduling^^ 

:e^.fura^rans^tnttiy fust as plannifd.^ 



Prom Indhrtdtwi sites to worldwide, 
network 

It has taken Phamw Polymew juvt a lew 
years to build this net work of latwraiorie* 
to- wnph'tnent laboxalory lad lit ies nper- 
atcB by business panners in key countries. 

Otieraring for ovet SO years In Darm- 
stadt. Gennany ihc liwrma -Piih/rncrs 



Tedmical Service Center moved into new 
Liboralprieb <-ouipped with uliramodern 
pharmafeuhcai equipmeni and analytical 
lacing in 2001. incroding.a OMP ImMy. 
lor production : oI ciinica) Supplies. The 
German head of wh&h has beeti posS- 
nWd as 3 capable partner to th^ j^wK 
mamnlcalindowry for decades, can now 
offer an expanded range of 'services to 
-c^^rne^^riili^p' ..' '. 

pitarrpii? Pt)lymers' branches abroad 
were e:>!abft<hed h\ Asia starting hi 1 9vS; 
The 'ciirrent hub of the coiirpany's activi- 
tiesitheitjs ^laforato!ry : in;Shanghai; 
dedicated -in 2004 under ihc auspjees ol 
the - ' new- > i^gussi < ' 'icehnlciiJ • " Ccntef 
Shanghai; Another lab was just opened in 
Tokyo'Vn^ 

being iet up in Mumbai. India. Peter 
Wolff, (Regional Manager Mia /Pacific, 
eiipfelh^.titeysiratee^ 
^OnyrA^a'is'akey^ 
ohr 'business lute ahdUhe ; enHre 7 Ofotjp' 
japan % the second largest pbarmaceuU- 
car market in the wtriici and *y*&'*ie 
working in direct proximity to major eus- 
n>nters." , 

f-stabii^ied in 300X the.US branch in 
Plscataway. New Jersey,- "tias. since 
attained a prominent standing on the 
American ntarkei... Located in strategic 



Wortd<iass service - an^wbe^ 
(n the world 

Ail of. the labonmrieS in -the Phar?tia 
PoiymeTA network use the same basic 
equipinrni lor developing, produdng ami 
analytieaSiy chara s .iemtf»g pharmac^utival 
pr,>dan> w'nh f-:Ul)fi AC«rT. The uvhmeal 
equipment and documentatton comply 
with national siandartls and art- in iine 
with Jacifitics iypicaih employed by cus- 
i.wners. Uh teams the world oser w*>rk 
.-.ah the diut p .Acn p^ccsu'^a ui 
lady exchange inlormaiion. Thw .global 
structure enable? customers to beuelit 
greatly Irom accelerated product develop- 
mrnt and reduced develupmcnt expenses. 
The pn( ia~v vi. tnf ih «»f Piunw V< lymers 
today according to Randy Hull is *'.hc abil- 
ity to: rapHlty provide customeis;w^ih ottr 
enure ran^otfffi^ 

services oji-iite.*' " © 
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Taste Masking by Ionic Interaction of EUDRAGIT® Polymer and Active Substance during Melt Extrusion 

A New Approach to Taste Masking 



Taste masking Is an important objective In drug formulation, particularly for oral 
formulations containing drugs with an unpleasant taste. Tablet* are frequently 
coated with a film to prevent any contact with the tongue but Pharma fWymenhas 
ar^.dHffcrentopproaitttosuchljrtter'probl^s. 



Nobody wants to swallow nasty-tast- 
ing medicine, even if they ihmk h 
;may do them goo^; this b often ; the 
reason why patients show poor compli- 
ance with medicaiUm.. 

One way 10 avoid! this problem is to 
coat tablets with a protective film: This 
approach, using.the gastrosolubtc poly- 
mer SUDRAGIT* E PO. was described in 
the 2003 Issue of Pharma Polymers 
News, and . is even ; eff cct i ve ■ for ; active 
substances. . such as pa racetamol that 
dissolve rapidly. 



tosta -Wtolng by took Interaction < 

'■It the- active substance containsre car- 
.boxyt lot amino, ; group, ; another 
approach can be taken. Mixing it with a 
suitably chosen HUDRaGIT* poiyrncr 
during meh eVtrtisjon causes m ionic 
interaction that is, highly effective hi 
masking the taste of- the active sub; 
.stance (Figure I). 

Tim ionic interaction tales place 
.without the' heed for water, or 'any 
other solvent and occurs when the 
active substance and the polymcrarc 
;mehed together during the eximswn 
process. This}p«*etf itre; ma fces it possi- 
ble to take.advamagc: oMxiih.the sOiu- 
^iity-prbnujtmg' effect, of ihc 'melt 
• exmtsion proc^^ 
effect of I ionic inter action. 




- r iytM t .Opttuftt few Ufl* trattng taj t&nk: tnisracrton 

li the active subsiancc is .caiHJnic. an 
anhmic polymer (t. g. EUbRAGiT* 
•1/ i p0-5$. which vontairts" carboxyi 
gnMtps) c should l>e chWn; If tlte active 
?s«hstahce Is -anionic, then ' the anionic 
polymer EUDRAGIT* E (which has 
a rn inoa 1 ky I groups) • should be used. - In 
each case. mixed in cquiinolar propor- 
tion with ihc'aalve substance. 



The Meft Extrusion Process 

Melt : extrusion ts a well -established 
granulation method, whh a number 61 
advantages for large -scale ma oula dur- 
ing, Itls easily com toiled, cominuous, 
and soKxm-free, and it has a High 
; thr<inghput capacity.: resulting wv cosi- 
clfeaive production (Figure 2 U 

In this process, the active substance 
and polymer are filled into separate 
hoppers ami fed Into a twin-screw 
extruder; whcnM hey are mehed togeth-, 
er ai a. temperature, between 70*C . and 
I 40^C and then kneaded to a hoaioger 
.ncotrs mixture. This is e^ruded 
; f|ne >rand. whicH is sttb^qucmly 
cuolcd a id granulated 




Tasting thotaste>Mas^09 PrtitdpJ* 

Ta^tc:- masting' by, foaic> -inleraaion 
.between i acilye substance •nd. 
EUDRAGIT* DOlyrrters hasbeen demon- 
strated 'in a scries of pilot -scale vex- 
pcriments, lbuproicn, which &a biweir 
active, substance with a free carbaxyl 
(anionic) group, was chosen as the 
test substance and coextruded .- svitii 
the catiohle Umihbalkyl) polymer 
EUDRAGIT* H'ipO. Three different 
polymcr/ibupnden mixtures were test- 
ed, > with rnolar - ratitrs of 1 :0,5.'/ 1:1 and 
;i:t.'5.' t r«peeUvciy. : J?or tasted testing, 
the.. gran ijIcj; Inwri the 'melt •^ortru.^; 
ijn.e : 'were" milled iri a a^led'SboraKi^, 
rni!) and the. powder fraction ■{ below 
3 IS pm (which would be used In 
tablei production) taken for taste 
'testing. 



Taste testing of the; 
powder '..was; done, 
according ^o the, 

c»pe^\^ : s li»!W ; »;- 
measure the bit- 
terness;^ (the 
reciprocal, of the* 
concentration at 
which the drug/ 
extmdalc suspen- : 
sibn tastes only 
slightly unpleas^ 
ant). When the. 
three mixtures ol 
EUDRAGIT* E 100 
and iluiprofen 

were, tested, both as miiied extnirJate 
and r^llab^ 

rat«> of 1:1.5 {excess ibuprofen} showed 
even sligb.tly unpleasant fastc. 

Thus, the bittcrnc^ value of iau- 
proicn was reduced: by at Itasi : four 
powers or tcm"; in ail three fetches,; 
ishownia;;h^h 

\(^gure : .;3i r v 

\taitc ^rnaskirtgris 
. much higher^ than 
would be • Cicpect- 
ed [ from just cm : . 
iibe^it^^ioiy^ 
sub^ahce fn-'^the; 
polymef matrix; 
and supports 1 the 
idea that, ionic 
Jntcr^^flif • an? 
,;rc5por^^,ibmc 
'interaaibn; ;ean;r 
however, be di-- 
reetly dernoristrat* 




Purther evitleiice. .of ihtcraelbn was 
obtained by me. s .suring thr glass \m\^- 
tion temperature of she substances 
which , was. S0% »r:;^;.|^RAj6ir 
^/i^pii^!p.^t]^S^i^ :tb;7^C,f(>r 
exmtdate ^th;, a.." molar raiki of 1:1 
EUDRAGfT* polymer to ibuprolcn: 



Itw^c Interaction is Reversible 

The ionic interact ton; seen during melt 
extrusion is fully re^fsed as the f or- 
iraulation dissolves. This is.impbxism to 
ensure unhindered release of the 
active iuhstarke. In dissolution tests, 
complete release ; was observed; '}§ 
miniiies at pll 1.2 (simulating condt- 
tions in (be stomaeh). Tims, having 
protected the mouth /nd HppiNr ! 'gftS- 
imih^sllnal tract .irora-.an' unfjleasani 
taste, ionic ihteractioh.in th^ 
Is hi ily : reverse*d. releasing the , active 
siibswnce in ^rhe^stomaeft as desired. 



ed. for eitam^eby iti^ 
Thus. - wlictt. EUORAGir £ 1 00/ibu 



Ion ic i ntcraction d uring tneH extrusio n 
tKtvvccn i.ppoMtciy ciw^d HUDKACrr 
"' t' tnote 
i'.'oiso 
nasty 

welt as bands due; to" excess dimethyl- m^cirie' and get, it . to ; where Jt ean be 
amino groups of the : polymer mi car-" ab«rrbcd, without .leaving a; ^bad Haste 
bwxyl groups oi ibuprtjfen. (Figure 41. in the mouth. : M 
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Glidants for EUDRAGIT® Polymer Coatings 



Glyceryl Monostearate - a Novel ^nti-lacking" Agent 



Spray costing of pharmaceutical tablets with thin films of materials such as 
EUDRAG1T* polymers is a convenient and we D^abSshed method for protecting 
the active substance from atmospheric moisture end for controJOrrg, Its release rate 
and site in the gastrointestinal tract However, It is usuafty necessary to add ao*an«* 
tacking* agent (gUdant) to tho polymer coating formuiatkm to reduce the Ukeiihood 
of sticking during coating. 



The mineral; Uk .finagnesinm silicate 
hydrate) has been used in polymer 
coatings for this purpose lor many 
yea rsV wit h generally Rood results. 

Howr w, H b often accessary to use 
relatively large amounts of talc In pro- 
ponton to the dry p<4ymci; to effectively 
prevent -sticking. This can impair cpatr 
fog' efficiency and polymer loading, it 
Increases both the coating time and 
-operating costs; Talc also has arelatrVely 
high sedlmen w tion rate in tow viscosity 
coating solutions, which . complicates 
the spraying process An alternative is 
therefore required to avo*d surii prob- 
lemsi "' . . " 

Glyceryl mortosteararc {mono- and 
diglycerides NF) is:onc such alternative, 
< which was • described as; a - new g!5da m 
by Phamia Polymers sdiTrtists already 
m.tlie WO*.' U hj>bcco widely used *<> 
a jfood additive, as an emufcificr for oils, 
waxes and ; solvents, arid In cosmetic, 
skin care and hair, care products, as well 
as lor its giidant. properties in table* 
a>ating. 

Gh/ccryl mouostcaratc of a grade 
suitable for pharmaceutical use can be 
derived both fronv animal sources or 
entirely from plant sources fcoconut, 
soybean, palm etc). 



Preparing an Aqueous Dispersion 

■ OJyccryl monostearate i$ -a' hydrophobic 

l-waxy" substatice; with a low: melting - 
point (So-'SOVQ that is usually brought 

imo..aqucdn$ siispcr»siori. for roijdiie,;, 
with other, ; coating Ingrtdichis by 

'mimogenbing a Warm emulsion, then ; 
adding 1 a poly sorbatc detergent 'such as 

: TWcen*80. 

The newer; plain derived CMS prod- 
ucts, have, slightly different analytical 
properties bom the older animal-based 
preparations. It was therefore tieslrable 
"to theck thai no fmuiilitMtion of the 
film coating procedure would be neces- 
sary/ when switching from. one to the 

»oiher. 

To test this; three sampkVorGMS tvere- 
■Studied:. 

• imwitor* 900 (animal -based) ahrf 

• imwimrf 9O0K (plant ^ierived) both, 
from the. Sasol company. Hamburg.. 
Germany ' 

v»(Jeleol* (plant-derived), from the' 
Gut t c fuvVc cbinpa it y, We II -am • Kbcin, 
Germany. 

The best preparation method was found 
to involve homogenteahon. of GMS 
together with trlclhyl citrate anil. 
.Twecn^SO (40 wt-% on GMS> in hot 
water tmln. 70^0 at a. total solids con- 
spiration of. 1 S-XOK, 



Mixing . was performed in , an ;UUra 
Turrax at : 4.00(3 I rpm-for: 10 minotes; fol- 
lowed by dun thin with cold water to a 
final solids concentratinn of ca. 6%. 
whlcit reduced the temperature to 
bekitv^lOX. 



Particle Size Distribution '• . 

Investigation of the resulting suspen- 
sion by laser diffradorranry fMasicrsteer 
2000.1 " version 4;0p, Malvern 
instruments kid); showed that a particle 
size disi rtbuilonHvjt ha single < peak was 
obtained whhimwitor* WO and Ceieof*. 
cotresp'onding -w mean pariicie skes of 
■:c&:,:h y m> and 1 0 • urn re^spWti veiyi while. 
iiuwitoi*^900K showed a bipriasic/pcak 
with maxima at -ca, 0;2? um and 6 urn 
(Figure U 




; ca« favmaimi p««^)«j taffe* tofy atta aiwefifaM > 



•;A^.^>CMt^pt<Scd finding was the 
disi^cry. that the panicle size dlsribu- 
iknv 'uf^tsp^irsions.'oV. bnvvitq'r* 9&0K 
prepared m 'this Way changes markedly 
over time/ after being left to stand at 
r<*>m temperature {Figure 3). 

'The peak of very snail particles 
(around '. 0.2 r 0.3 pm) seen in freshly 
prepared suspensions declines, while 
there is art increase In particles of "about 
10 pm diameter. 

Bveht ually after 48 hours standing, 
extra peaks are seen at jva nide sizes of 
i(|6;itrn and larger, whldi can. ^lmep 
prctcd as being due to a gradual aggre 
. gallon oXthe GMS pariidei, 




ted into standard ublet coating proce- 
dures. 

These investigations of the use of 
GMS as a glidant in tablet coating are an 
cxampl e of • t he commit ment of fh&tcna 
Polymers scientists to,he!p clients -Opti* 
m&e their product ] devek^cnt 
pmresscs.-.To: help, you - take advaniage 
ol our : many years of experience. 
Pltarma 'Polymers^ has e^UbliShed 
Technical Service Centers -throughout 
the wcirtd to provide aistomct supiH>rt. 

We hope yon . will, take advantage of 
these factiities and look forward to 
working together wit h you . © 



film Coating Properties 

The diifeTehces^betwccn GMS prepara- 
tions In terms of average pa nide. sizes, 
and ; the aggregation : of dispersed' 
GMS partide's over : time were unex- 
pected findings, but thwe iumi:ot«:npt. 
to have any ilgruflcant infiuence.on the 
film coating %p)ru«css"%oot^.f^^r 
-««taU^pf.g^\v1$tta! 'apnea ranee: was 
c^tafnedVwiuS.ailih 
iionv 

, In itlal esperimcrits, suspensiohs of 
'the ithret* dilfermt prcparatiotu: were 
mixed. with EU0«ACiT* i. 30 p>55 -r a. 
polymer often used for enteric coating - 
and used to coat placebo uabfets^, 
Ko quaUiy diherences - were noted 
between, the resulting coated tablets 
(Hgure Jx b, c) T Smt)oih. homogeneous 
polymer. s coatings' of a^oximau?ly 
50 »m thickness wore ohumcd, whh- 
out sticking problems dnrmg the cua^ 
ing process.. 

; In ^separate <pn<u^scile experimenj s, 
paracetamol tablets were coate^;.^^ 
GUDRAGIT* 130 D-55 . using vege^bfe 
derived; GMS (im^tor* 0C0K) r,s 'the 
glidant.. : Their a ppc^ ranee a nd d iisc»lu : 
i I oh < pro p^iesy. wrre cn^drcd ; a^irVst 
exmtrbttablets. m^de;Vsj^, : iai^;« the 
giidans (5% w/yv of dry ptUymer'subr. 
stance ta'caHi case)/' 

Tablets coated using jGMS *c;-;U» 
gltdant were foutui to be smooth, uni- 
(onn and elegant tn appearance and, 
like those made using 'iak*. re.lea«*dj'no 
•dctociailc' actiW Substance during a 
liours at pH ,1 ,i. but dissolved ^ ^tpleter 
ly, within 40 - minutes at pH. 6.8 . as 
required by US specifieatkinV Thus; 
GMS from vegeiable awc«''is;^iuiiy. 
s]ttisfoct(»ry % altenw 
vemlonal talc and is easily . incoerwira 





lieto.liSotdmM termsterto lor Ubtot awtm^W, * cohnd pcrfytw ftovusma kowtow* «o»C * tV j&M. 



<XX* isa <UGi<^.Th»'<jwrt»7 t/GMS uitd V«v SH *fi* ■ 



R<rte renew 

a CJyteryl monostwrats as» gSdant in «ju*euv. 
nlrn-coatlng formi^tlons. Ear. K Phamv 
aiophorm. 1W;41HhJt^m.P«teieit HU, 
AssmusM. Klaus k 

a Glyceryl monouairate as a olid^ to color coat- 
ed tablets with tuTJRAGfT* LW f>55:6ffect on 
tabtet surfaue me^pteJoey. AAPS Pharm; Sci 
2003; SI4h Abstract T3297. Annamilai M. 
Galpenna K, Bradley a Menta ^Presented at- 
AAPS metting.Satt Ldte Gty, 26-JO Oct 
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Pharma Polymers Business Line Organization Expanded in Darmstadt, Piscataway and Tokyo 

Hew Staff and New Staffing 



d Darmstadt 

itew: ai the P hama; Pnh/rners Jin are Dr. 
Randy Bull fhxmtax hurst and Jonas Ide 



Dr. Randy Bull 

was promoted to Global Business Director 
of EUDRAGH* invMaah 2004... having 
wttHd wide rcspunsibtfh y Ux marketing and 
Meld sales organic lions. In the past four 
years, he was in charge, of commercial or- 
ations. u\duding sales, njatieting. taisincss 
devdoprrtent.and product levies for the 
US. Business Line, ifts iiidimry. experience 
spins many funciiom, mduding RfrD, 
busjj«?ss dtrv-etopmcnt. marketing and sales 
,rrwnagcmcnK- Randy BuH earned his j»S 
degree in Ghemi&ry frnni ;U*ani>n valley 
Cnllegc, . and recc&cii his PhD in Inorganic > 
Chemistry from the University of Delaware. 



Tltomai Fflf ft 

has been, working hi> the .^Technical 
"Custwoer Service for EU DRAG f T* since 
iMarc&l^.Hte duties also include (the 




{It t Vfc n**nM 



technkaJ supervision of customer project's 
to develop new pharmaceutical dosage 
forms m& tfinicat ie& .\ >prcpa rations, 
.Thomas Fiirst earned l-'tties Master's degree 
in Pharmaceutics at the .VUnivcrsiiytbf 
Frankfurt, when- he was employed Tor 
"four years as a . scientific assistant :at>tlic 
• tmihuic for ; Pharmaccmicai tedinniogy. 



ionas Ida 

took over product njuamagemem ,of 



EUDRAGiT* in October 2004- Prior -.lu 
thai, during his studies at thixUnivcrfrii'^ 
of Cooperative Education in Mannheim 
■■fatp&pjenxSm* w^-Rottm GmbH 
KG, he did several .internships in sales 
and <maj*cting r at tW 
Btisihess Line and aixRohrn r America in 
Ffceabway.: Jonas ide \^xm^^^\f.i^ii' 
■fa* : in; business ;. adminisvatwn: . in. 
Mannheim {Diplom-Belrichswirt BAK 
having majored in marketing, finance 




have beenlincf^ 
,, Pharf^opoci«j : : Prt::£u»: 7hey; : fc3vcc| 
' been tn. force'' since April f, 2004.\Yhat | 
(war.', th&e pstyirieri ar« how descr»\ 
bctf in rf*. ttno* ^nwrnattonatly ■ accept *aj 
■ m compendia c£$harmaeWdc« p 

i WewUSP/NF Ponographs for 
; EUDRAGTP Rt 50 D ondfiS 30 T 

■ ■ 



"t "and £0CRA<ii^*RS:?O-dt5iE>©'irans. ire>* 
how aiso.descri&ed'fof the first time in a" ' 




a Piscataway 

The Rohm Pharma Polyrncfs team is 
supported by Dr. Krtah Mehia. Nasser 
Nyarnwcya aikl Thomas Ma&otu 



Or.KetanMehra 

was appointed U.S. Regional Business Ma- 
.nagcr in February 2004 and is rtow.rcspnn- 
iSbJc for commercial btsuiess operatwrK, 
Including sales. niarkctntgL buslncis dcvirl* 
'npineni arid pr\viua togiiilcs. !n addidon! 
lie ccjoidtnatcs thtvKxhnk»l service. r>l which 
Mv. wav the prc^us.maF^T; 
canted his BS: in Pharmacy froiri ft**na 
Uriivcrsiiy, India.; his PhD in ^ Hwntnaccutira] 
Sdences horn the .University of Rhode 
Isia'ttdr and bis MBA in marketing f/tirh 
R tftgers," the State UnrvcnUy. of \ New; Jersey, 



Dr. Nasser Myamwaya 

took over the position of. U.S. Technical 
{Manager £UbRACri*"in May 2004 and 
coordinates tlxe technical actrvities <i/ the 
labnraiory with three stall nietnbers. His D*r- 
nw phan»ia*KuticaJ expxrrieruv includes 
Rft D 'and product; .trevefejpntent. ; > Nasser 
Nyamweya, earned his BS In' Bkiogy at 
Spring A'rbor a»DVgc^ML : Wknved by a 
Master's degree In Pr^uaceuticarSdehces 



from the University of Artansas, and a K Tokyo 
Ph^/ii^.Plvsrrnacniticai Sc^riico;jrc^ the 
• UrUrasit y of Ntaiyiariil Softool oi Pharntacy. 



Thomas MaUon 

joined Rohm Pharma r^yTners and Rohm 
Specialty Acrytks as a U5. Key Account Ma 
nager in K-hruary 2004. Hra rejpnnsibiilties 
fatdudr. key^accnunt mwtagen^ent for select 
mu hi national pharmaccuueal amrpanics. 
with particular fnicus iirn companies hearj- 
quancred tn the USA, and for key iegiohai 
>a^!^.'^«<^;ta' the.''tqid«Vcst ; B^>re; 
jommg Degtrssa^ Thtmtas Mallon worked at 
M££CO Inc asJbtecutSve Via* President of 
Wirldwide Saks. He holds an MBA in 
finance from St. joscph> University. 



As of April i, 2004. Pharma Polymers has 
la^ome established' #ith its: ETJJ>8AGrr* 
brand In Japan, with headquaners in 
Tokyo and offices in' 6saka/-as well as; two 
vvarehoustr*. in' Ortober 2004. the - tech* 
njcal Service laboratory was msulied ai 
TsuVtiba Plam.6- Research center headed 
by T^ayuki Moirita. 



Masaml Koto 

joined M&nti* Polymers /in'^A^^ . 2004 : j>k 
; Mar^ng:'^riager for the. Tokyo/area" 
For^the':l*st J I years; h'e^yaii : tnvdv«l 
in BUDB AGrr* business {at illguciti; inV. 
ht hfs rirvt .position,, he titiiim' his experi- 




ence* and knaivledge 1 of v EUDRAfelT* to 
^^nd business Ul ;Japan. rle studied 
commerce & marketing at ihc Univemty 
of Kanagawa and earned a Bachelor of 
EfononiicS; 



KenjlHama 

becime^a member 61 /the sales ^teatri at 
the; <^ka.office in May '20®$* ! Ww 'to 
jotojrig DegitsW. he worked tor 13 ;y ears. as 
an e^rieer In ^■vartouVbranchrt of Indns- 
uyZ «P*cially ''pyrTOa^oti^; fMosr 
rWfliily, in hk hoarier cmnpat^y ^Kawni 
MFG. Co," Udl his fib av an eng(neer 
h^udjrd icasibiiity . h udi'es'on'pharmkruti- 
carpT 0 ^ 0 ^ nurketingl He itudied 
Indusrnal Chemistry' 1 ar the Uhiver^ty' of 
TwiorVand earned a Baaidor^flndmtrla] 
Crwmistry.; 



T«k«yuW«offta 

joined the Technical Service aVpartmetH.in 
Jajien in January 2004.. hr his previous 
iwsirion, he» was eniploy«fd,''a> . a 1 prweevs 
engines at Rayer. Yak tihin,*. Ltd.. and before 
that worked ;**'*P' aisessment engineer 'at 
$k Japanese madtirKry company Pnwrex 
Cooperadoh Takayukl Morita studied 
t^emtcaL'enginm^^ 

Universiry " "* ■ 



Gattefosse 



hibitor;.surfactani 
hibitor 



Aqualox® 240 [Gateway Addit] Amine carboxyiale; surfactant, corrosion 
inhibitor 

Aquaiox® 242HT-90 (Gateway AcfeJit ] Amine sail of org. axis; corroskjn 
inhibitor, hydrofrop© 



Aquaiox®2268 
Aqualox® 2295 
Aqualox®2320 
Aqualox®2328 
Aqualox®2500 



Gateway AddKiCorrosibn inhibitor, lubricant 
Gateway Addit] Rust preventive conc^. 
Gateway AddK J Corrosidfi inhibitor, lubricant 
Gateway Addit) Corrosion inhibta, lubricant 
Gateway Addit] j Corrosk>n inhifitofr,^emuis^Bf: 
Becrosah® 2128A (Gateway AdditfAryteuifonam^ 
rosibnMii^orint^mediate ; ... 
Bfc-Base (Gateway Addit) Sodium sulfonate, branch chained sat 
ester sec/emulsifier; easier t^^ant^^ 
Jubiicant . .. . . 

Bio-Base GT-9001 [Gateway Addit]. Borated sodium suffonate, branch 
' chained sat ester as ^ 

Olicat® C (Gateway Addit] Pciy^utylene in m»iefaloil; tackiness agent 
lubricant. ... 

Semi-Synthetic Base 2550 (Gateway Addit] Base, lubricant corrosion in- 
hibitor, wetting agent ^ 

Semi-Synthetic Base 2590 (Gateway Addit] Base, lubricant corrosion in- 
hibitor, wetting agent. 

Soluble Base GT-1150 (Gateway Addit] Mixt of high m,w/sodium sulfonate, 
sec/ emu&Ier system, and coupi*g agents; emuteifier base, lubricant 
corrosion inhibitor 

Soluble Base GTV1500 (Gateway Additj Mixt of senium sulfonate, see. 
ernufeier; erriulsifier base; lubricant ^cofrc^hMiibibr 

Sofob!sBase:GT-i780W^ 
emulsifier system, and coupling agents; emuisto base, corrosion inhibi- 
tor . ... ■' ; . , .. 

Soluble Base GT-1700VP [Gateway Additj Mixt (rf salium sulfonate, sec 
erriulsifier system, and coupling agents; erhutsier base, cornKion inhibl- 
;tor . . 

Syn-Ester© GY-10 [Gateway Addit] High mm poiymerized ester- lubri- 
cant EP agent 

Syri-Estet® GY-15 [Gateway Addit] High- m.w: potyrrierfced ester; ; lubri- 
cant, EP agent 

S^-Ester® GY-16 [Gateway Addit] Syn ; h^h m;w;polymerized ester; sec. 



SyrvEs^GY^ [Gateway; Addit] Hig 
cantEPagentr 

Syn*Ester®GY-35 (Gateway Addit] Syh. pofymerkBdiester; sec-emulsl- 
fier 

Syn-Ester®GY-201 [Gateway Addit] High mw syn; bmnched chain safa- 
ri e^lpal^ 
Syn-£ster®GY-301 [Gateway Addit] Sya ester; coemulsife wetting agent 
SpEsteif GY-S5D [Gateway Addlt]iPor^ri^ kter; iiirk»ht : visc. 
iridextfn^over 

Syn-Ester® GY-HTO (Gateway Addit;] Hfch raw por/mertzed ester; EP 
agent lubricant corrosion inhibitor 

Syn-Estei® SE-110 (Gateway Addit] Sulfurized pflrymerized ester; lubri- 

* ; cant EP agent - - 

SyrvEstefS) SE-115 (Gateway Addit] SuHurized polymerized ester, lubri- 
cant EP agent 

Syn-Estei® SE-120 [Gateway- Addit] Sulfurized polymerized ester; lubrh ^ 
cantEP.^ent : 

Synthetic Micn>€roulsion ST-3100 (Gateway Addit] Water-extendibte . 
ba^; lubricant 



Gattefosse SA, 36 Chemin deGenas, BP 603, 69804 Saint Priest Cedex, 
France (Tel: 33 472 22 98 00; FAX 33 478 .90.45 67; internet: 
www.gattefosse:com) 

Gatteft»s6(Oeutschland) GmbH, Rheincenter, Hauptstrasse435, 79576 
WeMnvRhein, Germany (TeJ: 49.76 21 7M07; FAX 49 76 21 79 22 93; 
E-mail: tmagnet@gattBfosse,de). 

Gattefosse A.G;, Haideristrasse .11 , 6006 luzem, Switzerland (Tel: 41 41 



410:49 66; FAX41A14103553) 

Gattefosse (UK) Ud^Arc House, Terrace Rd. South, Birifiekl,, fcVackheil; 
Berkshire, RG424P2,Uk(Te1: 441344 86 1800; FAX 44 1344 45 1400) 

Gattefosse Madfesxl, "Via Derganino 20, 20158 Milan, Italy (Tel: 39 2 39 

31 40 73; FAX 3? 2 66 200 440; E-mail: (^ego@gattefosse.ft) 
Gattefosse Espafta, SA, AvdaOiagorial 460; 6*A, 08906 Barcelona, Spain 

(Tel: 34 93 416 05 20;FAX 34 93415 35 46) 
Gattefosse Cwp;, 650 From Rd.,Paramus, MJ, 07652, USA {Tel: 201 -265- 

4600 FAX 201 285-4653; E mail gcsamples@gattefossecorp com 

Internet w^gsttei^ 
Gattetme Canada, ^mmm Pl,BM <fUrfe, Cfeetjec; H9X 2T3; 

Canada (Tel:r514457-0921; FAX 514457-0922; E-mail: jasmiriep® 

gattefoss^com) 

Sattefoss^^kbreav # 1403 Sung ji Heights lli 642r6, Yuteamdpng, 
Kangnamgu, Se&t 135480, Korea (Tel 82 2 508 3877, FAX 82* 568 
0425) 

Trade Names: 

Antique WL 879 (Gattefosse] Sorbitan caprylate; anfetat 

Apifil® (Gattef6^e;:Gattefosse SA] PEG-8 beeswax; emulsifier f .. moistur- 
izer ; 

<Atowax[Gatte^^ 
sion stabilizer, stiffening agent " 

Brfllar^515[Ga^^ 
kKe; cosrriefcingret3: ' 

31565-12-5: solub&zer 
CetasaJ [Gatfefe^e] ^p^ene gty^ steara^, storfc actd, TEA^tearate. 
sulfated (^stcr oil; gelifying, self^mulsifying basetor ^ 

sHter, $ofyi$izer, wetting agent; 
Compritol ^ [G3ttefosse;;GaM5^e:SA] Tribehehin;CAS 18641-57-1; 

excipeht luteteant 
(kmprttb^ 

57-1; fc^ emuteifierrexciptent lubricant toder ' 
Compritol HD5 ATO (Gattefosse; Gattefosse SA] PEG-8 cehenate and 
. trfeehenin; exciprerit lubricant viscosrfer, siffening and brighfeiing agent 
D^P.aiGattefc^^.SAlPropyteneg^ 

embltient 

Emuicire S1 [Gattefosse; Gattetee SA] Ceiyl alcohol, cetetfi^, ahd 

stearethr!K); ; self-emuisi^ base 
Emiilium® Delta [Gattelbsse] Cetyl alcohol, glyceryl stearate, PE&75 stear- . 
. a^; ceteth'20, steareth-^;ermjisrfi^ 

Fondix G Bis [Gattefosse SA] Propylene glycol, sodium methyiparaben, 

vative' .. ." 4 . I 

;Gatuline® v A (Gattefosse ^].Pfewprt^^ 
84929-74-8; skin treatment 

Ge!eo& [Gattefosse; Gattefosse SA] Glyceryl stearate; CAS 31^6-31-i- 
emulsHier, opacifier, excipient 

Gelot 64® (Gatiefosse; Gatte^e SA] Glyceryl stearate and PEG-75 stear- 
ate; seif-emuteifying cc^metic/pliarniaceutjcal base; excipient . 

Gelucire 33/01 [Gattefosse SA] Glycerol esters of sat C8-C18 forty ackis 
USP/NF; excipie^i cam^^ 

Geluclre 37/02 (Gattefo^e SA]iSaturated c<>ly^ycolized giycerides-.ex- 



Geludre 39/01 (Gattefosse] Glycerpt : este^:cf ^ C12-C18;fa^ 

exd^tvehideVcons^ency^a^ 

^lucirc4^i:iGattei^ 

excipient vehicle, cc^sfetency fattir^ agenf 
Geludre 44/14. (Gattefe^SAiPEG-32^ 

solubiiizer.emuisifler. . " 

GeliKrfre ^2;[Ga^tosse SAliSmurated pdyglycplized glycendes^ex- 

dpieht; 

Geluclre 50/13 [Gattefosse SA] F€G-3i2 glyceryl paimitostoarate;exdpient 
Geluclre 53/10 [Gattefosse SA] PE&32 glyceryl stearBte; excipient 
Hydrine® [Gattefosse; Gattefosse- SA] PEG-2 stearate; CAS 9004-99^; M 

thickener, gellanti stabiiizer 1 
HydrotadDl 70 (Gattefosse; Gattefosse SA] Glyceryl stearate, propylene 

glycol stearate, glyceryl isostearate; propytene glycol isostearate, oleth- 
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Ethylene Glycol Palniitosftearate 

1« Nonproprietary Names 

BP: Ethylene glycol monbpalniitostefflrate 



4* Empirical f^da^^w^ 

5, Stractnrai Formula 

See Section 8 , 

6. Functional Category 
Bhbilient; ^&st^«g ag^ 

% Applications in Phai^ij^^ 

Ethylene glycol palmitostearate is used as a stabilizer for water-i^fl ^ 

mulsifymgprpr^ 

dispersing agent 

In cosmetics, «f^l^glycol r^ $ 



8* Description 

The PhEur 2005 d^^ 

diesters of stearic and palmitic acids, pn^ aciil 50; 

of vegetable or animal origin; 



PhEtin Ethyleneglycoli monopalmitost^ras 



2. Synonyms 



3. Chemical Name and CAS Registry Number 



Ethylene glycol palmitostearate 




Ethylene glycol palmitost^ate bccws as a white or almost \yfcite waxy solid. 

9. Pharmacopeial Specifications 

See Table I. 

10. Typical Properties 

Melting point: 54-60°e 

Solubility: soluble ih acetone and inspjWfe 

11. Stability and Storage Conditions 

Ethylene glycol palmitostearate should be stored in a cool, dark place, protected from light 

12. Incompatibilities 

13. Method bf Maiii3&^re 

Myfae glycol p^mtt 
vegetable or animal origin. 

14. Safety 

Ethylene glycol palmitostearate is mainly used in cosmtfics ^d fitoubtio^ 
it is generally regarded as;a relatively nontoxic andr^^ 

15. Handling Precautions 

Observe normal precautions appropriate to |fo circur^ of ja^^al| handled; 

16: Regulatory Status 

Included in nonparentieral medicines licensed in Europ& 

17; Related Substances 

Diethylene glycol mbn^ 

glyceryl inonostearate; glyceryl palmitostearate. 

Diethylene glycol monopalmitostearate 



Synonyms: diethyleneglycoh monopalmitostearas, diethylene glycol palmitostearate. 



Description: the PhEur 2005 describes diethylene glycol monopalmitostearate as a mixture; of diethylene 
glycol monoesters and diesters of stearic and palmitic acids. It contains not less than.45;Q% of monoesters 
produced from the condensation of diethylene glycol and stearic acid 50 of vegetable or animal origin. 
Diethylene glycol monopalrnitostearate occurs as a white or almost white waxy solid. 

Acid value: <4-p 

Iodine value: <3.<fc 

Melting point: 43-50% 

Saponification value: 150-170 

Solubility: soluble in acetone and hot eflianql (95%);; practically insoluble m water. 

Ethylene glycol monopalmitate 

&$$m*&**$ [421949^2] 



Ethylene glycol monostearate 

Synonyms: ethylene glycol stearate;; ethylene grycoli monostearas; ethyleni glycoli stearas; 2-hydroxyethyi 
ester stearic acid; Monesiriol EN-A; Monthyle. 

GAS number: [11 1-60-4] 
Empirical formula: CyH^G^ 

Molecular weight: 328:60 
Description: occurs aspaie yellow flakes. 
Melting point: 57-63°C 



Safety: 
LD 50 (mouse, IP): 0^20 g/kg' ; 

18. Comments 



19. Specific References 

L Lewis RJ,ed. Sax's Dangerote fi^ 
2004; 1669; 

20* General References 

Sweetman S,ed Martindale: The Complete Drug Reference. 34th edn. London: ^ Pharmaceutical 
Press, 2005: 1411, 

21. Authors 

SC Owen, P J Sheskey . 

22. Da te of Revision 

12 Aiijgust2005. 
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Environmental, Chemistry & Hazardous Materials News, Careers & Resources 

Chemical Database 
2-Hydroxyethyl Octadecanoate 

Identifications 

• CAS Number: 111-60-4 

• CAS Number: 9004-99-3 

• Synonyms/Related: 

o 17-Hydroxy-3,6,9,12,15^^^ octadecanoate 

q 2-ftydiroxyetfcy^ 

o 2-Hydroxyethyl stearate 

o 26-Hydroxy-3 # 6 / 942 / 1548,21 > 24-octaoxahexac6s-l-yl octadecanoate 
p 40S 

6 41-Hydr6xy-3 / 6 y 9^12 > 15>18,21 / 24 > r27^ acont-l-yl 

octatJecanoate 
q 60S 

6 Akyporox S 100 

p aIpha-(l4&ooctadecylh^ 

o Ardsurf 1855E40 

o G12998 

p C^arbowax 1000 monostearate 

6 C^irbowax 4000 monostearate 

o Cerasynt 660 

o Cerasynt M 

o Cerasynt MN 

o Cithroi 10MS 

p Cithroi PS 

p pearate G 

p Ciindrol SEG 

p Cremophor A 

p Crill 2Q#i;22, 23 

p Grill 20,21,22;23 

o D01542 

© EM 

o Emanon 3113 
o Emanon 3199 
o Em col H 35- A 
b Emerest 2350 
p Emerest 2640 
o Emersal 
o Emersai (TN) 
o Emery 15393 
o Empilan 2848 
o Empilan CP- 100 
o Empilan CQ- 100 



o Emulphor VT-650 

o Emunon 3115 

o Ethofat 60/15 

o Ethofat 60/20 

o Ethofat 60/25 

o Ethoxylated stearic acicj 

o Ethylene glycol monostearate 

o Ethylene glycol monostearate SE 

o Ethylene glycol stearate 

o Ethylene glycol, mbhpstearate 

o Glycol monostearate 

o Glycol monostearate SE 

o Glycol polyethylene monostearate #200 

b Glycol stearate 

o Glycol stearate SE 

o Glycol, polyethylene monostearate #200 

d Glycol, polyethylehe monostearate #6000 

p Glycols, poiyethylene> mpnpstearaite 

6. Ioriet MS- 1000 

o Ivprit 

6 Kessco X-211 

o JLadMne; 

o Lamacit CA 

o Li pa I 15S 

o Lipal 400-S 

6 Lipo EGMS 

p Lipo-Peg 4-S 

o 1X3 

q Macrogol stearate 2000 

d Magi 45: 

6 Mont^ybase 

o Monthyle 

o Myrj 

o Myrj 45 

o MYRJ 49 

q Myrj 51 

o MYRJ 52 

o Myrj 52S 

6 Myrj 53 

p Myrj 59 

o Myrj solution 

p MYS 40 

p MYS 45 

o Nikkol MYS 

o Nikkol MYS 4 

o Nikkol MYS 40 

6 Nikkol MYS 45 

o Nikkol MYS-25 



o Nissan Nonion S 15 

o Nissan Nonion S-2 

o Nonex 28 

o Nonex 29 

o Nonex 361 

b Nonex 53 

o Nonex 54 

o Nonex 63 

o Nonion S 15 

d Nonion S 2 

o Nonion S 4 

6 Octadeeanoic add, 17-hydraxy-3,$9,12>l^ ester 

p OCTADECANOIG ACID,> 

a Octadeeanoic acid, 2$4iydro^ 

o Octadecanbic acid^ 41-hydrq>^ 

iridec^^aher^ 
.o Parastarin 
6 PEG 1000MS 
p PEG^IQOMS 
o PEG 42 
o PEG 600MS 
o PEG stearate 
o PEG- 10 Stearate 
o PEG- 150 stearate 
o PEG-40 stearate 
o PEG*8 Stearate 
b Pegosperse Si9 
o Perphinpl 45/100 
6 PMS No. 1 
p PMS NO; 2> 

o Poly (oxy-l / 2-ethanedtyI) , .alpha, -(:Moxopd:ade<^ 

o Poty(oxy-l, 2-ethanediyl) , .alpha.-hydro-.ome^ 

o Pbly(oxy-l,2-ethanediyI) .aipha.r^ 

o Poly (oxy- 1,2-ethanediyl j >• alpha-(irOx66ctad^ 

o Poly(oxy- 1,2-ethanediyl) , alpha-l-(oxopc±ate^ 

o Pbly(oxy-l;2-ethanediyl) } alph^hydrb-om^ 

o Pbly(oxyethylene) {monostearate 

o Poly(oxyethylene) stearate 

o Poly(p)q^etKyjfen^) !^^;.Midi|[^^ 

P Poiyethylene glycqi (100) monostearate 

o Polyethylene glycol 8 mbnostearate 

o Polyethylene glycol monostearate 

o Polyethylene glycol monostearate #1000 

o Polyethylene glycol monostearate #200 

o Polyethylene glycol monostearate #40 

o Polyethylene glycol monostearate #400 

o Polyethylene glycol monostearate #6000 

o Polyethylene glycol stearate 



o Polyethylene oxide monostearate 

0 Polyethylene oxide stearate 

o Polyethyleneglycois monostearate : 

o Polyethyleneglycois monstearate 

p Polyoxyethylate (9) stearic acid 

6 Potyoxyethytehe (8) steairate 

o Pblyoxyethyiene 50 stearate 

o Polyoxyethylene monostearate; 

o Polyoxyethylene stearate (mpl. wt. 600-2000) 

o PoIyoxyethylene(8) stearate 

o Polyoxyethylene-(40)rmpnostearate 

o Polyoxyethylene-8-fnpnostearate 

o Polyoxyl 40 stearate 

g Polyoxyl 4tt stear3te W 

6 Polyoxyl 40 stearate [USAN : BAN : JAN] 

p Polyoxyl ^earafe 

o Polyoxyl 8 stearate 

o Polyoxyl 8« 3feafate;tySAN:BA 

o Polystate 

o Polystate 8 

o Prodhybas N 

6 Prodhybase 4000 

p Prodhybase ethyl 

o Prodhybase P 

o S 1004 

o S 10i2i 

o S 1016 

b S 1042 

o S 1054 

P S 1116 

o S 151 

o S 541 

o Sedetbl 

o Slovasol MKS 16 

b Soromln-SG 

b ^abili&nfr ^ 

6 Stabiiisahtd^ltB-il8 

p STEARIC AGID> 2-HYDROXYETH^ ESTEf* 

o Stearic add, monoesterwith ethylene glycol 

6 Stearic acid> rrvonoester with polyethylene gl^ 

o Stearoks:6 

o Stearoks 920 

o Stearox 6 

o Stearox 920 

o Stearoxa-6 

o Stenoi 8 

o Tegih G 

o Yego-stearate 



o Trydet SA 40 
o Trydet SA series 
o USAF KE^ll 
6 Usaf ke-12 
p Usaf ke-14 
6 Usaf ke-9 
p X-489-R 

Related Resources 

• USDOT Hazardous Materials Table 49 CFR 172.101 

An online version of the USDOT's listing of hazardous materials from 49CFR 172.101. This table 
can be sorted by proper shipping name, UN/NA ID arid/or by primary hazard class/division, 

• 2004 ERG (Emergency Response Guidebook) 

Have you ever wondered whatthose four digit numbers: on theplacardson the side of ^trucks and 
rail cars mean? Our pniinei2004ERG will give ypu your answer. This 

guidebook produced by the USO0T for first responded during; ^e;in fj^f pfta^^ ^ a pangerous 
gpcMte/HazMat incident. 

* US DOT Hazardous Materials Transportation Placards 

Hazardous matensais prtkards^DG^^ Hazardous materials in 

the United States, Canada and Mexico. TTnese pages provide US DOT definttipns for each hazmat 
placard. 

• Guide for Handling Household Chemicals 

Things you can do to make your home safer. 

* Molarity/ Molality and Normality 

Introduces stoichiometry arid explains the differences betv*eeiffiindlar1tyj molality arid normality. 

* Molar Mass Calculations and Javascript Calculator 

Molar mass calculations are explained 

♦ Periodic Table of Elements 

Provides comprehensive data for each elem including Up to 40 

properties, names in 10 languages and common chemical compounds. Information also provided 
for 3,600 nuclides and 4,400 nuclide decay modes. 

Editor's note: Some chemicals in this database contain more information than others due to 
the original reason tii is inforrnation was collected ;and hpw the compilation v^s accprnpiished. 

While working with material safety data sh^ I found that manufactured 

used obscure names for constituent chemicals and I didn't always have a good idea of what I 
was dealing with. To resolve this problem,, oyer the years, I compiled chemical names and 
identiflei^iinto a| personaj r^f^enping regiulati^ In^rm^bn; 

when possible.Xolleagues and^ friends eventuaily parted sugges^ng that I make; rhy data 
available on this website so that others could benefit from my:^ which I finally- did in.; 
2004, The more common, regulated and/pr hazardous a xhemical is, the : mpre ; information 1 
will have likely collected it. 



Further notes are below. 



Trademarks 

If you are aware of any synonyms listed above that are registered trademarks; please contact us with relevant information 



so that trademarks can be appropriately noted. 
Notes about mixtures 

Some chemicals listed in this database or not pure chemical compounds, rather they are mixtures/solutions of chemicals. 
■It is not uncommon for wide range of molar ratios of a mixture to be lumped together as "synonyms" of the same 
"chemical". In some Instances chemicals that are very similar^ a health & safety and/or r^uiatory s^ 
may have been lumped together. 

Data for this database was compiled from: hundreds of Material Safety data Sheets (MSDS) of common industrial and 
household products; the Hazardous Materials Table from the United States ?0de title; ;49 section, 

172.101; the National Institute for Occupational Safety and Health Pocket Guide'td Chemical Hazards; trie US^ C^ 
2000 & 2004 Emergency Response Guidebooks; U.S. National Ubrary of Medicine and many other related resources. 

Disclaimer 

WARNING: These pages are for general; reference and educational ^uqioses only ^nd MUST NOT be relied upon 
•as a sole source to determine regulatory compliance or where matters of life arid^wfth : are:cpncernex3l.- This; 
site and the author do not warrantor guarantee the accur^ provided and 

db not assume any responsibility for its use. 

To ensure regulatory compliance when tra^ 

proper training and certification from a qualified instructor and.refer :to i*e airreritiyear Code of Fed erai 
Regulations Title .49 (49CFR) or your country's shipping regulation^ J* 

refer: to current OSHA regulations (29eFR):and NIOSH guidelines or your own country's health and safety 
reSMlaMdns . No one should ever enter into % hazardous ^nviitorim^^ 
^ instructors. 

Citing this page 

If you need to cite this page, you can copy this text: 

KennetlvBa^ friyfronm^^ 

Accessed on-line: 12/7/2007 ^ 

http://EnvironmentalChem^ 
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